Tye Dewy Ui Cosmmette fa 


Gow 


JUNE + 1954 


Some Administrative Problems and 
Their Solution .... GORDON R. WOOD 


The Profound Significance of Our Food 
and Drug Law .. CHARLES WESLEY DUNN 


Problems Relating to the Use of the 
Search Warrant in the Administra- 
tion of the Federal Food, Drug, and 


Cosmetic Act RICHARD STRICHARTZ 


See Table of Contents for Articles in This Issue 


ef) A COMMERCE CLEARING HOUSE ruaticarion@§) 
® ® 


PUBLISHED IN ASSOCIATION WITH THE FOOD LAW INSTITUTE, INC. 











The editorial policy of this JoURNAL is 
to record the progress of the law in the 
field of food, drugs and cosmetics, and to 
provide a constructive discussion of it, 
according to the highest professional 
standards. The oop Druc Cosmetic Law 
JouRNAL is the only forum for current dis- 
cussion of such law and it renders an im- 
portant public service, for it is an invaluable 
means (1) to create a better knowledge and 
understanding of food, drug and cosmetic 
law, (2) to promote its due operation and 
development and thus (3) to effectuate its 
great remedial purposes. In short: While 
this law receives normal legal, administrative 
and judicial consideration, there remains 
a basic need for its appropriate study as 
a fundamental law of the land; the JouRNAL 


is designed to satisfy that need. 





THe Foov Druc Cosmetic Law Jour- 
NAL is published monthly by Commerce 
Clearing House, Inc. Subscription 
price: $10 per year, including a hand- 
some binder to hold one year's issues. 
Single copies are $1 each. Editorial 
and business offices, 214 N. Michigan 
Ave., Chicago 1, Ill. Printed in 
United States of America. 


June, 1954 
Volume 9 @ Number 6 
Entered as second-class matter De- 
cember 30, 1948, at the Post Office 


at Chicago, Illinois, under the Act 
of March 3, 1879. 





Foop Druc COSMETIC LAW 
JOURNAL 


Table of Contents........ June, 1954 


Reports to the Reader 
Meetings of Food and Drug Men 


Some Administrative Problems and Their Solution 
Gordon R. Wood 


Charles Wesley Dunn 


The Profound sa aoe of Our Food and Drug Law 


Problems Relating to the Use of the Search Warrant in 
the Administration of the Federal Food, Drug, and 
Cosmetic Act. . . . : Richard Strichartz 


Food—Its Importance to the Individual and to the 
ees we le he st et tt oe ee ee 


The Interdependence of Law and Science Under the 
Food, Drug, and Cosmetic Act . Bernard L. Oser 


Significant Comments . . Thomas W. Christopher 


VOLUME 9 NUMBER 6 
Copyright 1954 by Commerce Clearing House, Inc. All Rights Reserved. 





FOOD DRUG COSMETIC LAW JOURNAL 


Editorial Advisory Board 





Cuartes Wes_eyY DunN of New York, New York, Chairman. President of The 
Food Law Institute; Chairman, Division of Food, Drug and Cosmetic 
Law in Section of Corporation, Banking and Business Law, American 
Bar Association; Chairman, Section on Food, Drug and Cosmetic Law, 
New York State Bar Association; General Counsel for Grocery Manu- 
facturers of America, American Pharmaceutical Manufacturers’ Asso- 
ciation, and World Medical Association—United States Committee 


Witi1am W. Goopricu of Washington, D. C., Assistant General Counsel, United 
States Department of Health, Education, and Welfare 


Ropert E. Curran of Ottawa, Canada, Legal Adviser, Canadian Department of 
National Health and Welfare 


CuHartes A. ApaMs of London, England, formerly Director, Food Standards and 
Labelling Division, United Kingdom Ministry of Food 


H. Tuomas AusterN of Washington, D. C., General Counsel for National Can- 
ners Association 


‘ Frep BarRTENSTEIN of Rahway, New Jersey, Counsel for Merck & Company, Inc. 
James M. Best of Chicago, Illinois, General Counsel for Quaker Oats Company 


Witutram E. Farrsanxs of New York, New York, General Counsel for Thomas 
J. Lipton, Inc. 


Grorce Faunce, Jr., of New York, New York, General Counsel for Continental 
Baking Company 


James G. FLANAGAN of New York, New York, General Counsel for S. B. Penick 
& Company; Counsel for Drug, Chemical and Allied Trades Section, 
New York Board of Trade 


A. M. Gitpert of New York, New York, Counsel for Best Foods, Inc. 


Ropert S. Gorpon of New York, New York, General Counsel for National Dairy , 
Products Corporation 


Harotp Harper of New York, New York, General Counsel for National Whole- 
sale Druggists’ Association 








Epwin L. Harpinc of Battle Creek, Michigan, General Counsel for Kellogg 
Company 


James F. Hoce of New York, New York, General Counsel for Proprietary Asso- 
ciation of America; Counsel for American Foundation for Pharmaceutical 
Education 


Vincent A. Kiernrecp of Washington, D. C., formerly Food and Drug Law 
Attorney of United States Department of Justice 


Georce Link, Jr., of New York, New York, General Counsel for Gelatine Research 
Society of America 


MicnHaet F. Market of Washington, D. C., General Counsel for Corn Industries 
Research Foundation 


SamueL A. McCain of New York, New York, General Counsel for Corn Products 
Refining Company 


BRADSHAW MINTENER of Minneapolis, Minnesota, General Counsel for Pillsbury 
Mills, Inc. 


Huco Mock of New York, New York, General Counsel for Toilet Goods Asso- 
ciation 


WituraM N. Srrack of Chicago, Illinois, General Counsel for Swift & Company 


Watton M. WHEELER, Jr., of Indianapolis, Indiana, General Counsel for Eli Lilly 
& Company 


Epwarp Brown WILuIAMs of Washington, D. C., formerly Principal Attorney for 
United States Food and Drug Administratior 


Jutius G. ZIMMERMAN of New York, New York, Attorney for the Coca-Cola 
Export Corporation 


Tue Eprrortat Apvisory Boarp advises on policies, subjects and authors. 
It assumes no responsibility otherwise. Its members render this public 
service without compensation, in order that the Foop Druc Cosmetic Law 
JourRNAL may comply with the highest proféssional standards. 








Meetings of Food 


and Drug Men 


Los Angeles Conference.—On May 
14-15, 1954, a public conference on the 
food and drug law was held in 
Angeles under the joint auspices of the 
University of Southern California School 
of Law, The Food Law Institute and 
the Women’s Division of the Los An- 
geles Chamber of Commerce. Several 
papers delivered at the conference are 
presented in this June JouRNAL. 


ABA Meeting.— The Division of 
Food, Drug and Cosmetic Law in the 
Section of Corporation, Banking and 
Business Law of the American Bar 
Association will meet in Booth Hall 
of Northwestern University School of 
Law at 357 East Chicago Avenue, Chi- 
cago, on August 17, 1954. 


Los 


Morning session, beginning at 10 a. m. 


Introductory Statements: Charles 
Wesley Dunn of New York City, 
Chairman of the Division; James M. Best 
of Chicago, Secretary of the Division 

Addresses on Progress of the 1938 
Federal Food, Drug, and Cosmetic 
Act: Charles W. Crawford af Washing- 
ton, D. C., Commissioner of Food and 
Drugs in the United States Department 
of Health, Education, and Welfare; 
William W. Goodrich of Washington, 
D. C., Assistant General Counsel for 
the United States Department of 
Health, Education, and Welfare 


Address on Progress of the 1953 
Canadian Food and Drugs Act: C. A. 
Morrell of Ottawa, Canada, Director 
of the Food and Drug Divisions in 
the Canadian Department of National 
Health and Welfare 

Report (in absentia) on the 1954 Re- 
vision of the United Kingdom Food 
and Drugs Act: Charles A. Adams of 
London, England, former Director of 


s 


the Food Standards and Labelling Di- 
vision in the United Kingdom Ministry 
ot Food 

Drug Papers on the 1938 Federal 
Food, Drug, and Cosmetic Act: Wal- 
ton M. Wheeler of Indianapolis, Gen- 
eral Counsel for Eli Lilly & Company 
Observations on Its Drug 
Regulation”; Paul Gerden of Chicago, 
General Counsel for Abbott Labora- 
tories—“A Further Discussion of Its 
Antibiotic Law” 


—"‘Some 


Afternoon session, beginning at 2 p. m. 

Discussion of the Food Chemical 
Additive Amendment to the 1938 Fed- 
eral Food, Drug, and Cosmetic Act 
Roy C. Newton of Chicago, Vice Presi- 
dent of Swift & Company; Erwin P. 
Snyder of Chicago, General Counsel 
for Kraft Foods Company; Fredus N. 
Peters of Chicago, Vice President of 
The Quaker Oats Company; Paul 
Logue of St. Louis, Manager of Market 
Development in Inorganic Chemicals Di- 
vision of Monsanto Chemical Company 

Note: Another food-industry repre- 
sentative will be added to this panel, 
for a due additional balance of its 
scientific and legal discussion 

Paper on Product-Liability Claims in 
the Meat-Packing Industry: William 
N. Strack of Chicago, General Counsel 
for Swift & Company 

Paper on Latin-American Food and 
Drug Law: Julius G. Zimmerman of 
New York City, Attorney for The 
Coca-Cola Export Corporation 

General Note: Time will be allowed 
for a significant floor discussion, in 
each instance. There will be an in- 
formal Division dinner at the Chicago 
University Club the preceding evening, 
August 16. Distinguished official guests 
will be present, and there will be a 
valuable off-the-record discussion of 
major food and drug law problems. 
All Division members planning to at- 
tend this dinner should immediately 
advise the Division Chairman, if they 
have not already done so. They will 
be later informed of the final details. 
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GORDON R. WOOD Discusses 


Some Administrative Problems 
and Their Solution 


Mr. Wood Delivered This Address at the Public Conference 
on Food and Drug Law Held in Los Angeles May 14-15, 1954 


T HE PURPOSE of this forum today is to discuss the Federal Food, 
Drug, and Cosmetic Act and related state laws, and their value to 
the public. The food, drug and cosmetic law is enforced by the Food 
and Drug Administration, which is a constituent unit of the United 
States Department of Health, Education, and Welfare. 


There are on this panel representatives of some of the most im- 
portant law-enforcement agencies of the federal and state govern- 
ments, and of important food and drug industries. As the one FDA 
member who is privileged to participate in these discussions I would 
like to say to each member of the panel that the Food and Drug 
Administration appreciates the interest you have shown in the work 
of our organization not only by participating in this program today, 
but also through the thought and effort expended in your regular 
duties toward the proper enforcement of the law and in supporting it 
as an instrument of good government. 


309 
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The Author Has Been Chief of Los 
Angeles District of the Food and Drug 
Administration for the Past Two Years 








I assume that the majority of those present today are well 
acquainted with the Food, Drug, and Cosmetic Act. For the informa- 
tion of those who are not familiar with its requirements, a summary 
may be helpful as a background to the discussions on this program. 


The Food, Drug, and Cosmetic Act is a consumer-protection law. 
It prohibits interstate traffic in adulterated or misbranded foods, drugs, 
devices and cosmetics. The law defines foods, drugs, devices and cos- 
metics, and also defines what constitutes adulteration and misbranding 
of each of these commodities. The law provides three kinds of penal- 
ties to enforce its provisions. One is a seizure of the violative product 
in interstate commerce or any time thereafter; another is prosecution 
of the person or firm responsible for a violation ; the third is by injunc- 
tion to restrain persons or firms from doing acts which are in violation 
of the law. 

Almost all federal food and drug cases are begun by the collection 
of one or more samples with supporting evidence of introduction or 
delivery for introduction into interstate commerce. After examination 
of the sample and review of its labeling, a conclusion is reached as to 
whether or not there has been a violation sufficiently serious to war- 
rant legal action. If so, after consideration of all the facts, a decision 
is made whether seizure, prosecution or injunction, or some combina- 
tion of these actions, should be initiated. 


These proceedings are brought in federal district courts by the 
Department of Justice. Any defendant in a prosecution or injunction 
action or any recognized claimant of goods which are seized has the 
right of trial in federal court to defend himself or his property. When 
a trial develops on a criminal charge, the government must estab- 
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lish its case beyond a reasonable doubt, and in a civil action the gov- 
ernment must establish a preponderance of evidence. The burden of 


proof rests on the government. 


The Food and Drug Administration headquarters and the top 
administrative personnel are located in Washington. Also, the tech- 
nical divisions and their laboratories which specialize in the several 
complex, scientific fields essential to food, drug, cosmetic and device 
work are maintained in Washington. 

The field organization consists of 16 district offices located in 
major cities in each area of the United States. A district consists of 
an inspectional staff, a laboratory and analytical staff, and an admin- 
istrative and clerical staff. Each district is responsible for the enforce- 
ment of the food, drug and cosmetic law within its boundaries. 


Disposition of FDA Personnel 

The total personnel in the Food and Drug Administration is about 
900, divided into approximately 60 per cent in the field and 40 per cent 
in Washington. We have some 202 inspectors and 150 analysts, 
including supervisors, in the field. The appropriation for the work 
of the Food and Drug Administration for the current fiscal year is 
$5,200,000. 

With this very brief review of the law and the organization which 
enforces it, I will try to explain how the Food and Drug Administra- 
tion approaches its job, what some of its philosophies are, and the 
nature of the administrative problems that must be solved. My chance 
of covering all of this ground in the time remaining is about as great 
as is the chance of the Food and Drug Administration adequately 
enforcing the food, drug and cosmetic law with only 202 inspectors 
in the field. 

The preceding comment is indicative of one serious problem—a 
common one—not confined to the Food and Drug Administration. I 
am sure you have heard it before. Briefly, there isn’t enough money 
to do the things we would like to do or even to do those jobs that we 
ought to do. Since there are not enough FDA inspectors and chemists 
to enforce the law properly, we must choose between the tasks that we 
do and the work that must remain undone. That choice is not a hit-or- 
miss operation but is made after planning and study calculated to 
return to the consumer the greatest possible dividend of protection on 
the tax dollar he invests for that purpose: 
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Function of Division of Program Research 


The Division of Program Research has the responsibility of plan- 
ning the broad coverage which is given to the various industries which 
are regulated by the food, drug and cosmetic law. Many factors must 
be evaluated, such as the volume of production, number of factories, 
their geographical distribution, the extent of interstate commerce, 
effects of state and local enforcement activities, and the index or level 
of violations encountered. Obviously, it requires no uncanny admin- 
istrating to decide that more man hours of attention should be given 
to the fish industry in Boston or Seattle than in Kansas City or Cin- 
cinnati. Yet those and other inland cities have problems of storage 
of frozen or fresh fish which cannot be ignored. In fact, a few years 
ago a storage survey of fish fillets in Denver disclosed the morbid fact 
that some fish fillets had outlived their usefulness, which in turn led 
to appropriate corrective measures in the seacoast areas where the fish 
are packed. 


It is a more complicated problem to appraise, for example, the 
manpower needs in the fish and seafood industry of Boston as com- 
pared to similar needs at Seattle or Los Angeles or New Orleans. It 
is even more difficult to determine if the dairy industry of Iowa needs 
more attertion than the milling industry of Kansas or if the drug in- 
dustry of New York needs more inspections than the fruit industry of 
California. 

Another essential of proper application of the Food, Drug, and 
Cosmetic Act is equitable enforcement within each industry and be- 
tween industries as compared to one another. One cannot justly 
demand a stricter code of sanitation for bakeries in Chicago than is 
required at Baltimore, or for strawberry packers in Louisiana than is 
expected in Oregon. What is the yardstick for evaluating these and 
comparable variables in other industries? 


Review Procedure 


It is part of the Food and Drug Administration program to correct 
the worst conditions first. When reports are received from inspectors 
at a district office, they are studied by a reviewing officer. If he 
determines that bad sanitation, use of poor raw materials, inadequate sort- 
ing or cleaning methods, inaccurate or extravagant labeling, substitu- 
tion of inferior materials, careless handling of insecticides or other 
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dangerous chemicals, or any other conditions exist which are likely 
to result in a violative product, the Food and Drug Administration will 
obtain samples from interstate shipments from those plants which he 
believes are most in need of correction. If analysis of the samples con- 
firms the inspector’s description of the plant’s conditions and opera- 
tions, the district office refers the analytical and inspectional reports 
to the Washington offices for review with a recommendation as to 
appropriate legal action. The administrative officers in Washington 
who review reports also receive similar reports from all 16 districts 
and in approving or disapproving the recommendations of the district, 
they apply the level of discrimination which insures the uniformity 
which is so important to good law enforcement. 


If any one district observes that all or most of the reports and 
analyses referred in a given field result in legal action, it is a warning 
to dig deeper. On the other hand, if actionable plants are not en- 
countered, manpower may be diverted to other projects in which 
compliance is less evident. Through experience accumulated in years 
of enforcement, the yardsticks are well understood throughout the 
field, and in the majority of cases field and administrative officers 
readily arrive at the same conclusion. 


Measuring the Needs 

Applying the equalizing yardstick among projects or industries 
represents additional complications. For example, how may we com- 
pare—one against the other—the seriousness of poor sanitation in a 
candy factory, inadequate controls in a drug factory, the use of unfit 
raw materials in a cannery and exaggerated therapeutic claims on cer- 
tain remedies? If I were to say that by some statistical legerdemain or 
administrative master-minding the Food and Drug Administration had 
solved that problem to a nice degree of mathematical accuracy, | 
would be misleading you. But there are certain guide lines and philos- 
ophies that are helpful. 


It is a Food and Drug Administration policy of long standing that 
attention be given first to violations affecting health ; next to violations 
of an offensive nature, involving filth, decomposition or insanitation; 
and, last, to economic violations. This schedule has been repeated so 


many times that it may sound categorical or trite. In practice, food 


and drug violations do not always pigeonhole so readily and there are 





PAGE 314 FOOD DRUG COSMETIC LAW JOURNAL—JUNE, 1954 


innumerable exceptions and overlaps of the three classifications. Yet 
it is a sound approach in a difficult field. 


It may be in point here to illustrate how this classification is 
utilized and the relative weight or importance of several types of viola- 
tions in the eyes of the food and drug enforcement officer. 


We believe we have an obligation to investigate any food-poison- 
ing, drug or cosmetic injury that comes to'our attention. This is for 
the purpose of identifying the causative product and securing its re- 
moval from the market to prevent further illness or injury. The in- 
vestigation not only will include the immediate case but will reach 
through channels of distribution so that any other lots of the offending 
product in other communities will also be removed from the market. 
In addition to this kind of consumer protection, inspections will be 
made promptly to determine how and where the product was made and 
why it is injurious. The information will enable the manufacturer to 
avoid a recurrence and will also be used to prevent similar errors or 
mishaps on the part of other manufacturers of the same or a related 
type of product. 


Evaluation Before Legal Action 

All reports of injuries or illness, however, are not supported by 
the facts. Many cases of food poisoning result from careless practices 
in the home or kitchen. Also, many alleged injuries from cosmetics 
are the result of allergies or misuse. Among the many hundreds of 
ingredients used in cosmetics many are capable of producing an allergic 
reaction in some user under some condition of application. Therefore, 
injuries and causative factors must be carefully evaluated before legal 
action is undertaken. If the index of allergic injuries associated with a 
given product or ingredient is high, it would be a dangerous substance 
and subject to legal action, but one could hardly expect to prevail in 
court on charges of “injurious to users” based on a few isolated allergic 
reactions as compared to perhaps hundreds of thousands of users who 
have suffered no injury. Reported injuries from the use of drugs are 
always seriously regarded. Because of methods of administration and 
prompt reactions, there is a certain hazard incident to their use. The 
law reduces this hazard by requiring in the labeling of drugs adequate 
directions for use and appropriate warning against misuse, or restrict- 
ing the drug to use only under medical supervision, when it is not safe 
for self-administration. However, in spite of these precautions, if a 
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drug differs from its declared potency, if there is a label or ingredient 
mix-up or if it is a nonsterile injectable, the possibility of serious or 
even fatal consequences is great. While such disasters are rare indeed, 
any complaint of untoward results from the use of a drug receives a 
top priority for investigation and may lead to corrective legal action 
if the facts warrant. 


A different kind of drug problem arises from the remedy promoted 
for lay use by false or misleading claims for treatment of serious 
diseases. Most of these are noninjurious and are not a direct health 
hazard and, on first thought, they appear to be an economic violation 
since the user suffers only the loss of the funds he has invested in a 
worthless product. However, many users relying on the fake claim 
may attempt to diagnose and treat themselves and in so doing defer 
proper medical attention until a serious condition develops. False and 
misleading therapeutic claims are therefore regarded as a health hazard 
and receive prompt attention. This is particularly true of nostrums 
sold for treatment of cancer and other serious diseases where early 
diagnosis is essential for successful treatment. Through experience 
with food and drug law enforcement, most promoters of such products 
have long since learned to avoid unwarranted therapeutic claims in the 
labeling of their preparations which would make them readily amen- 
able to the requirements of the law. They now resort to perpetuation 
of their claims through verbal promotions, so-called “clinics,” and 
other channels. But the authors of the Food, Drug, and Cosmetic Act 
wrote well, and legal corrective procedures can be devised which the 
courts will uphold. Many cases of this type have been very time- 
consuming. 


Prescription-Drug Sales 


It has been mentioned above that many potent drugs can be used 
safely only under medical supervision. These can be dispensed legally 
only on the prescription of a licensed practitioner. Properly used, they 
are the most useful and valuable drugs available; improperly used, 
they are potent health hazards. The sale of dangerous drugs without 
prescription has been one of the most serious health problems con- 
fronting food and drug enforcement officers, and a large percentage 
of time has been devoted to its correction. 


Returning to problems in the food field, lack of sanitation may 
create a health hazard or an aesthetic violation. Rodent or insect in- 
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festation, dirty equipment, objectionable personal habits among em- 
ployees, or filthy and decomposed raw materials may result in contamination 
of the finished product with micro-organisms, insects, fragments of 
rodent pellets, etc. If the product manufactured receives heat treat- 
ment or other processing or is cooked in the home before use so that 
the micro-organisms are destroyed, as in the case of many canned 
foods, there is no health hazard, however objectionable the elements of 
filth or decomposition may be. But if the product is one that is con- 
sumed without a heat treatment—such as oysters—or one that is a 
good medium for growth of bacteria and subject to contamination 
after processing—such as fresh crabmeat, cream puffs, or soft pies— 
there is a health hazard in addition to possible filth. Neither the Food 
and Drug Administration nor the courts have condoned the presence 
of filth or decomposition im food, no matter how much it is pasteurized 
and processed to render it noninjurious. As a matter of fact, more 
cases are developed for this cause than for any other, but the health 
violation would receive prior attention if both occurred simultaneously 
and there were not enough manpower to cope with both. 


Produce Examination Is Housewife'’s Job 


Complaints are often received from housewives that certain fresh 
fruits or vegetables they have purchased were wormy or spoiled, and 
asking why the Food and Drug Administration doesn’t do something 
about it. It’s a good question and there is, we believe, a good answer 
Admittedly, decomposed or insect-infested produce is adulterated food, 
and if it has been shipped interstate, is subject to seizure. However, 
if all of the manpower available to the Food and Drug Administration 
were devoted to policing of produce, the job still would not be ade- 
quately done. The housewife in the market can examine fruits or vege- 
tables before she buys and at home she can trim and wash them to her 
satisfaction, if she has made a poor selection. Thus she can protect 
herself. We believe we do a better service to the consumer by devoting 
our efforts to types of adulteration which the consumer cannot readily 


detect. 


To illustrate further, a seizure was once made of a shipment of 
tomato catsup which on examination in a laboratory by a specially 
devised technique was found to contain fragments of worms and other 
insects ground up with the tomatoes. The owner did not deny the 
facts but made the naive defense that it contained no visible filth and, 
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therefore, was not in violation of the law. Needless to say, the court 
set him straight on that point and commented that it was the particular 
province of the Food and Drug Administration to protect the consumer 
who has no laboratory facilities or analytical training and, in the 
modern world of mass production, cannot protect himself. 


The Food and Drug Administration regards short-weight, slack- 
filled containers, deficiencies in fat content of butter and oleomargarine, 
substitutions of inferior ingredients, failure to meet standards or 
grades, etc., as economic violations. We are able to give them little 
attention except when we encounter gross and deliberate schemes to 
defraud the public, such as the sale of horsemeat for beef or sale of 
water at fanciful prices by dilution of fruit juices, watering of oysters 
or injection into turkeys and chicken. 


One of the guides to intelligent and well-planned Food and Drug 
Administration operations and, therefore, to consumer protection and 
equitable enforcement is the technique of factory inspection. When 
inspecting a factory, the inspector attempts to obtain accurate infor- 
mation regarding the products made, processes used, condition and 
preparation of raw materials, sanitary conditions, labeling, plant con- 
trols and other factors which have a bearing on the legality of the 
finished product. As stated earlier, if the report of the inspection de- 
scribes violative conditions, the machinery is set in motion to obtain 
official samples for corrective legal actions. Many, but not all FDA 


cases originate in this way. 


Factory-Inspection Report as Yardstick 


It is obvious, then, that a factory-inspection report is an important 
document, since it is a yardstick of great value to the administrative 
officer in the field and in Washington in determining which products 
should be seized and which manufacturers should be prosecuted or 
enjoined. Some conditions can be reported with a degree of accuracy 
that can be readily evaluated; other conditions are described subjec- 
tively and reports may vary with the impressions of the inspector and 
his choice of language. This is particularly true regarding sanitation, 
and honest enforcement requires a studied effort to eliminate in- 
equalities. Inspectors are trained not only in the methods of observa- 
tion and inspection, but also in the techniques of accurate and objective 
reporting. Training conferences within districts and among districts 
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having common industries are held to promote uniformity of inspec- 
tion procedures. Supervisors work with inspectors, and inspectors 
work together from time to time to co-ordinate their viewpoints. The 
much-discussed camera is used to provide a picture more accurate than 
the one drawn by words. There are other checks and balances through 
sample analyses. For example, if an inspector were to report repeat- 
edly poor sanitary conditions but confirmation of his observations were 
seldom obtained by sample analysis, his supervisor would determine 
the reason for the discrepancy and give him further training if such 
were indicated. Similar instruction would also be given to any inspec- 
tor who could seldom, if ever, find anything wrong. 


It would be erroneous if I were to give you the impression that a 
factory inspection serves only as a device through which legal actions 
are developed or that it is a chance operation originated by the ideas 
or left to the whim of any individual. Factory-inspection programs are 
carefully planned to cover the field of FDA law enforcement where 
they will do the most good. 


Inspector’s Warning of Possible Violations 


Before completing a factory inspection, the inspector is directed 
to advise the most responsible official of the firm on the premises at the 
time of any conditions or practices encountered by the inspector which 
he believes may result in a violation of the law. While this serves as 
a warning and strengthens the background if legal action develops, its 
primary purpose is to assist the firm in making correction. The inspec- 
tor has no authority to issue orders or to give instructions, and the 
manufacturer is not obligated to act on the information given him. He 
has every right to arrive at his own conclusions and make his own 
decisions. Yet our files contain many records of corrections and im- 
provements made at the suggestion of inspectors and many letters of 
thanks to the Administration for the useful and practical advice offered 
by food and drug inspectors. This type of correction promptly made 
at the source is the best form of consumer protection. 


Reports of factory inspection also provide a constant flow of in- 
formation regarding new processes, techniques, and equipment in the 
industries. They report good practices as well as bad, and supply in- 
formation that enables the enforcement officer to appraise the over-all 
condition of the industry, and decide if the practices are in the best 
interests of the consumer. If it can be decided that individual plants or 
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entire industries are conducted in such a satisfactory manner as to af- 
ford adequate consumer protection, the bulk of enforcement efforts can 
be directed into other channels. It occasionally happens, however, that 
even the best segments of an industry are operating below such a 
standard. In such cases, a planned program of educational activity is 
undertaken, followed by appropriate regulatory action if necessary. In 
short, factory inspections reveal current commercial practice and point 
to necessary enforcement activity aimed at producing “good com- 
mercial practice.” 


We have now doubled back to the answer to the question raised 
at the start of this discussion. How does one compare for regulatory 
purposes the dairy industry with the milling industry or the insanita- 
tion in the candy factory with poor controls in the drug industry? 
Through factory inspections, current practices in the regulated indus- 
tries are observed. Attention is then directed against those industries 
or segments of industries whose practices work against the public good. 


We have discussed many of the factors that go into over-all plan- 
ning and evaluation of food and drug work. In conclusion, we should 
mention some of the guide lines for deciding upon an appropriate 
course of action in an individual case. We start with a factory-inspec- 


tion report or a report of some other pertinent investigation ; samples 
are collected, documented to show interstate jurisdiction and analyzed. 
The enforcement officer reviews the reports and asks himself questions 
such as these: Is there a violation of the law? Is it a serious viola- 
tion? Can I prove it? 


If he can answer. all three in the affirmative, he has a case. Serious 
consideration is given to each of these questions, since the Food and 
Drug Administration does not wish to use its own time or that of the 
courts or the United States district attorney who handles our cases 
if it is not important or if we are not thoroughly convinced that we 
have a sound case and can win it in the event of a contest. 


FDA Record in Courts 


I have tried to give to you some idea of the problems that confront 
the Food and Drug Administration and how we try to solve them. 
Also, I have tried to illustrate that our cases which reach the courts 
are a part of programs planned in the interest of consumers, and that 
reviews, checks and balances are maintained to rule out any inequities 
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and to secure uniform enforcement. It is quite true that, with our 
small staff, we do not detect all violations. When violations are en- 
countered, the necessary samples or other evidence of interstate juris- 
diction cannot always be obtained. When samples are obtained, proof 
of violation may be lacking, because of the vagaries of sampling or lack 
of co-ordination between the shipment’ sampled and other evidence. 
It therefore happens that violations may go undetected and escape 
punishment. However, I believe it can be truthfully stated that when 
a firm or individual is prosecuted or enjoined or has products seized, 
such action is fully justified. This is borne out by the fact that of ap- 
proximately 2,000 court actions developed each year, less than 2 per 
cent are contested and of these that go to trial, the Food and Drug 
Administration wins more than 90 per cent. 


The task of federal food and drug law enforcement is a big one. 
It would be impossible for some 200 inspectors to give coverage to 
96,000 establishments doing $50 billion in annual business were it not 
for the excellent record of compliance by the regulated industries. The 
great majority of firms not only meet their legal responsibilities, but 
many maintain standards of their own that are stricter than those en- 


forceable by law. With this relief from the burden of enforcement, it 
is possible for federal, state and local food and drug officers to offer 
greater public protection by concentrating on the indifferent, the care- 
less, the schemer and the out-and-out chiseler. [The End] 


¢ FDA REPORT FOR APRIL ¢ 


Sixty-nine shipments of foods were removed from consumer chan- 
nels by seizure during April, according to the monthly report released 
May 27, 1954, by the Food and Drug Administration. Of these, 62 
actions covering nearly 700,000 pounds involved products unfit for con- 
sumption, and seven were brought to protect purchasers from foods 
inferior to label claims. Also seized were 13 drugs and devices—11 
misbranded with misleading curative claims, one deficient in active 
ingredients and one failing to bear adequate directions for safe use. 

In one food seizure, United States marshals detained a shipment 
of Parmesan cheese containing toxic amounts of lead. The lead came 
irom boiled linseed oil rubbed on the rind of the cheese to prevent 
drying while the cheese was aging, according to FDA. Since boiled 
linseed oil is not intended for food use, it ordinarily is not purified to 
remove contaminants such as lead. 

Among other federal court actions, FDA reported two injunctions 
against mail-order shipments of products promoted for so-called “sex 
rejuvenation.” The first injunction halted an elaborate scheme to sell 
: mixture of inert glandular substances and vitamins as a new “miracle” 
product imported from Germany, the second another mail-order pro- 
motion from New York offering similar misbranded formulas. 





The Profound Significance 
of Our Food and Drug Law 


By CHARLES WESLEY DUNN .. . Whose Introductory Address at 
the Public Conference Held in Los Angeles May 14-15 Has Been 
Revised and Extended for a Permanent Record in This Journal 


ve HIS public educational conference on our food and drug law, 

federal and state, has a particular significance. For in the first 
place it deals with the public law of greatest personal importance to 
our people; and that is why it is truly called ‘the people’s law’. 
In the second place this law is inadequately known, mainly for three 
reasons. They are: (a) the general public ordinarily has no direct 
contact with this law, because it is administered at an industry 
(including the trade) level; (6) its official reports do not reach that 
public, as a rule; and (c) other general publicity about it is insufficient. 
Furthermore this conference has the additional value of recalling that 
our people now enjoy the highest food and drug standards of living, 
ever reached anywhere. That situation has an essential relation to 
the national welfare; and it was achieved by the great scientific, 
technological and economic progress of our food and drug industries, 
through their superlative exercise of our free enterprise system But 
the food and drug law has played an indispensable role in this 
achievement. 

“The Food Law Institute is happy to join in sponsoring this 
conference; and I should make a brief introductory statement on it. 
The Institute is a public organization established by leading members 
of the food industry about five years ago, as a contribution to our 
country; and it is administered for a public service, without any 
compensation to its officers. The Institute is designed to create a 
better national knowledge of the food and drug law, by basic educa- 
tional information about it and basic research study of it and basic 
university instruction in it; in order thus to build a due state of this 
law, for the benefit of all concerned. To complete the story: Some 
twelve years ago far-seeing executives in the food industry resolved 
to organize a program of wholly public service by it, to supplement 
its regular business. They first established The Nutrition Foundation, 
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to develop the science of food by fundamental research and education. 
Its eminent success naturally led to the next step, namely, to establish 
a complementary organization for developing the law of food by the 
same fundamental means. In establishing these invaluable public 
organizations the food industry has employed the highest industrial 
statesmanship; and they express the moral responsibility of this 
industry for the public welfare, in its own area. For progress in 
food basically depends on the advance of its science; and the integrity 
of food legally depends on the nature of its law. Subsequently leaders 
in the food industry rounded out that program of public service, by 
cooperating with the Harvard Graduate School of Business Adminis- 
tration in organizing the Moffett Program in Agriculture and Busi- 
ness; in order here to develop the economics of food, by the same 
fundamental means. I am privileged to be a member of its advisory 
committee. 


“Hence The Food Law Institute is a unique and pioneer organ- 
ization, which has opened a new and fundamental educational world 
of the food and drug law; and it has distinguished public trustees. 
For they include the highest food and drug law officials in the United 


States and Canada and the United Kingdom, the highest health official 
in the Federal Government, the deans of major university law schools 
across the land, and also the deans of major university schools of 
public health and business administration. The Institute’s implement- 
ing program is a three-fold one. The first program is to educate 
the general public on the food and drug law, through an authoritative 
discussion of it; and to sponsor an authoritative educational journal 
on this law, for the guidance of all interested in it. This is the 
Food-Drug-Cosmetic Law Journal published by the Commerce Clear- 
ing House, which I edit; it is the only one on its subject; and it has 
a representative national and international circulation. The second 
program is to develop basic research books on the food and drug law, 
both domestic and foreign, which educationally record and study it; 
in order to provide an authoritative reference library on it. This 
program has the practical significance that such a library is required 
and did not previously exist; and important progress has been made 
in it. Five valuable books have already issued; three more will issue 
this year; many others are under preparation; and all these books are 
published by the Commerce Clearing House, in a distinctive ‘Food 
Law Institute Series’. 
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“The third program is to promote educational university instruc- 
tion in the food and drug law, especially by the law schools. For they 
should provide the legal profession with an adequate knowledge of 
this great public law; and it is one which requires trained experts 
in it, for public and private service. The program has the further 
significance that the law schools previously gave no or inadequate 
instruction in such law; and important progress has likewise been 
made in it. For the Institute has established a national center of 
graduate instruction in the food and drug law at the New York 
University law school. It has inspired the establishment of coopera- 
tive graduate courses on this law at the law schools of George 
Washington and Southern California Universities; and it has also 
inspired the establishment of cooperative undergraduate courses on 
this law at the law schools of Emory, Kansas City, Miami, North- 
western and Stanford Universities—with the Virginia and Hastings 
law schools probably giving more or less instruction next year. In 
addition the Harvard law school has developed both graduate and 
undergraduate instruction in the food and drug law; and the Yale 
law school has developed undergraduate instruction in it. (I should 
parenthetically note here that incidental to this instruction at Harvard 
its law review recently published an invaluable study of the Federal 
Food, Drug, and Cosmetic Act.) Furthermore the North Carolina 
law school established a summer course on the food and drug law, 
last year; annual lectures on this law are given by the Alabama law 
school; and The Food Law Institute has systematically provided 
introductory lectures on this law at the law schools of many other 
universities, including California, Minnesota, Texas, Tulane, Vander- 
bilt and Washington. In short: this program has already developed 
to the extent that significant law school instruction in the food and 
drug law now extends throughout the country; and it is progressively 
increasing in scope and emphasis. I should note at this conference 
that The Food Law Institute is very proud of the graduate course 
on this law at the USC law school, taught by Arthur A. Dickerman, 
the western attorney of the United States Food and Drug Adminis- 
tration; and of the undergraduate course at the Stanford law school, 
taught by Wayne D. Hudson, a former fellow in our NYU national 
center of graduate instruction. For these courses have each achieved 
a notable success, in their registration and from a pedagogical stand- 
point; and they are providing food and drug law instruction on the 
Pacific Coast, at the highest educational level. 
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“It should be added here that the NYU national center of graduate 
instruction in the food and drug law (which I professorially direct) 
annually has five fellows, each of whom receives a living stipend 
ranging to $4000 or more. These fellows are recent law school grad- 
uates across the land, who are selected for their high personal and 
academic qualifications; and they are thus trained to become experts 
in the food and drug law in particular and the trade regulation law 
in general, for public or private service. Each fellow is a candidate 
for a master of laws degree; most go on to secure the highest doctor 
of juridical science degree; and the fellows graduated in the last five 
years have already created an impressive professional record, in the 
food and drug law area. For example: one is the food and drug law 
attorney in the United States Department of Justice, which enforces 
the Federal Food, Drug, and Cosmetic Act; at least two and perhaps 
three fellows will soon become attorneys for the United States Food 
and Drug Administration, which executes that Act; one is an As- 
sistant United States Attorney in San Francisco, where he enforces 
that Act; one is a Deputy Attorney General of California, who is 
enforcing its food and drug law; one is an Associate Professor of 
Law at Emory University, where he inaugurated the first under- 
graduate food and drug law course in a law school; one is an Instruc- 
tor in Law at New York University, where he teaches the food and 
drug law in its national center thereon; one will become an Assistant 
Professor of Law in another major law school, where he will teach 
the food and drug law; one is a Lecturer at Miami University, where 
he teaches the largest undergraduate course on this law in a law 
school; several lecture on this law at other law schools, in different 


parts of the country; several have entered the law departments of 
prominent food and drug manufacturers ; several are preparing signifi- 
cant research books on the food and drug law, for publication in the 
‘Food Law Institute Series’; and many are continually writing basic 


research studies of this law, for publication in our journal on it. That 
is indeed an impressive record, which proves the great value of the Insti- 
tute’s program of graduate instruction in the food and drug law at NYU. 


1 

“From the beginning man’s first personal need has been food to 
sustain his life and drugs to preserve his health; and his greatest 
personal concern down the ages has been to improve both, in every 
essential respect. Then as man developed a social and economic order, 
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his trade necessarily dealt with food and drugs to a primary and an 
increasing extent. Such trade in these vital articles perforce invited 
its progressive regulation, on one general basis or another. This 
regulation was both ecclesiastical and secular in kind; and as to drugs, 
it emerged from an occult sphere. The secular regulation had im- 
portant beginnings in trade and professional areas; but it finally grew 
into a basic public law. The dominating purpose of this law has 
always been a protective one, first to safeguard public health and 
secondly to prevent merchandising deceit; but in its modern concep- 
tion it has added affirmative beneficial requirements. 


“Hence the food and drug law in its broad conception goes far 
back to the most ancient times, recorded in history. Our own law 
had its source in England, where such a law is very old and rooted 
in the original common law. We find an early mention of the parent 
law in the Magna Carta of 1215; but it long preceded that date. The 
English settlers brought this law to their colonies in North America, 
where it began here. Thereafter it naturally grew into a state (includ- 
ing the municipal) law; and subsequently it naturally expanded into 
a federal law.as well. The state law was dominant until the twentieth 
century and the federal law then became dominant, in a major sense; 
but this law is now a jurisdictionally balanced one, generally speaking. 
Furthermore in addition to being historically an old one the food 
and drug law is physically a vast one. For it includes an enormous 
and ever growing number of federal and state (including the municipal ) 
legislative enactments, administrative regulations, official rulings and 
judicial decisions, which could fill many large volumes ; and The Food 
Law Institute is now progressively engaged in the essential task of 
recording them, in an annotated form. 


“It is thus made clear that our food and drug law evolved accord- 
ing to the political development of this country; and that it is juris- 
dictionally divided according to its political organization. The law 
before us necessarily has that political form. But we shall learn that 
in its modern progress this law has swept aside the traditional regula- 
tory distinction between our federal and state governments, to a 
significant degree. For its major federal statute reaches both interstate 
and intrastate commerce in its products, as later explained; and the 
Supreme Court has sustained its validity in thus reaching the latter 
commerce. I refer to the 1938 Federal Food, Drug, and Cosmetic Act, 
which makes an extreme exercise of the congressional power over 
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interstate commerce to regulate intrastate commerce as well. More- 
over other federal statutes in this law achieved the same regulation 
of intrastate commerce by the use of the federal tax power, as in the 
case of the Federal Narcotic Act: or through their practical operation, 
as in the case of the Federal Meat Inspection Act. Consequently the 
law before us follows the modern trend of federal legislation for the 
regulation of interstate commerce, which is to make it govern intra- 
state commerce too; where this is practically required and constitu- 
tionally sanctioned. 


2 

“IT should pause here to make two important observations. The 
first observation is that if one examines the advance of our food and 
drug law from its inception, he will find that it accurately reflects 
the evolution in our food and drug standards of living; from both 
an industrial and an individual standpoint. This is necessarily so 
because the laws of a democracy, enacted by the people to regulate 
their daily life, are always a true mirror of their related economic 
and. social progress. I will demonstrate this interesting fact in a 
history of the United States food and drug law, which is now being 
developed for publication in the ‘Food Law Institute Series’. 


“The second observation is that our food and drug law began its 
initial modern advance in the last half of the nineteenth century, for 
the reasons now explained. This was the period when our country 
started its vast industrial expansion. It was the period when the 
genius of our people inaugurated an assemblage of the immense 
natural resources in this country, for industrial use; when it created 
great new industries, through epochal invention and historic scientific 
and technological improvement and an effective corporate organiza- 
tion; and when it built comprehensive transportation and other com- 
munication systems, which permitted infinite national and international 
commerce. Likewise it was the period when national commerce was 
tremendously increased by the growth of our population and its large 
urban concentration. In short: this was the period when our local 
industrial economy evolved into a huge national and international 
one as well, which has since continued its incredible growth that 
apparently has no limit. The food and drug industries necessarily 
joined in this industrial expansion, because of their essential character 
and enhanced need. But during that early period they remained in 
a pioneer era of their development. An era when the food industry 
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largely produced and sold in bulk and marketed old products in a 
traditional way; and when the drug industry was in an analogous 
state, characterized by a traditional marketing of old remedies and 
a medical dispensing of old drugs. But the twentieth century intro- 
duced a fundamental transformation of these industries, which created 
new and better methods and products by them; with the result that 
they have now reached a superlative level of business efficiency and 
public service. This result was basically accomplished by an historic 
advance in the sciences of nutrition and chemotherapy, in the tech- 
nologies of food and drug production and in the arts of food and drug 
marketing; and by applying the best principles of modern industrial 
success. That remarkable progress in the food and drug industries 
is strikingly described by saying that they have achieved more eco- 
nomic and social improvement in the last half century, than in all 
time before. In evidence of this statement it suffices to cite (for 
example) the wonder nutritional foods and the miracle prescription 
drugs, then originated for the incalculable benefit of man; which have 
largely extended his span of life and immensely bettered his ability 
to enjoy it. 


“It remains to say that this vast national expansion of our indus- 
tries in general and the accompanying growth of our food and drug 
industries in particular have caused an unending enactment of public 
laws for a regulation of them, to prevent their incidental harmful abuse 
detrimental to the general welfare. Laws which are required to secure 
basic industrial integrity and to permit constructive industrial prog- 
ress. From the standpoint of all industries they include (for example) 
laws to govern essential public utilities, to prohibit a wrongful 
monopoly of private trade and to protect the laboring class from 
an unfair industrial exploitation. Whereas from the standpoint of the 
food and drug industries they include (for example) stronger laws 
to prevent an injurious adulteration, misbranding and false advertise- 
ment of their products. The latter laws were principally at a state 
(including the municipal) level, before the twentieth century; and 
they initially followed the order of the parent English laws. But in 
that century they immediately rose to a federal level also; and they 
were then extended to reach advertising. In 1906 the original Federal 
Food and Drugs Act was enacted, which was our first national law 
of the kind; it was thereafter strengthened by numerous amendments ; 
and it was eventually replaced by the modern Federal Food, Drug, 
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and Cosmetic Act of 1938. I should note here the fact that the former 
pioneer Act was the third major statute enacted by Congress, to 
regulate commerce. The first was the 1887 Interstate Commerce Act, 
to prevent injurious discriminatory rebates by railroads (etc.); the 
second was the 1890 Sherman Act, to outlaw an undue restraint of 
private trade that destroys our competitive system; and the third 
was logically the 1906 Federal Food and Drugs Act, to prohibit a 
harmful adulteration and misbranding of the most essential articles 
in this trade. I should further note that the legislative philosophy 
of our food and drug law, taken as a whole, has been that of our 
free institutions in their relation to private trade generally. It.is the 
philosophy of objectively regulating the conduct of this trade, to 
prohibit what is detrimental and to require what is beneficial ; whereby 
all members of such trade are otherwise left free to achieve the 
economic destiny won by their individual efficiency and service. Hence 
that philosophy does not contemplate a government permission con- 
trol of the food and drug industries, except where unavoidably 
required to assure the public safety. This exception has entered the 
food and drug law to an important extent, because it is mainly 
designed to safeguard public health. But it is an exception which 
must ever be kept within due bounds, if the legislative philosophy 
of our free institutions is to prevail in the food and drug industries; 
as it does in the other major industries of our national economy which 
are not public utilities. 


“Returning now to the food and drug law itself, for an additienal 
explanation of it. This law is broadly divided into two regulatory 
parts; but they each have a common protective purpose, which has 
been defined. The first part of this law is a basic one just indicated. 
For it is a law to prohibit an injurious or deceitful adultera- 
tion, misbranding and false advertisement of all food and drugs; 
and its last prohibition was added in the twentieth century, 
when the art of modern commercial advertising was developed. The 
major statute of this law is of course the 1938 Federal Food, Drug, 
and Cosmetic Act, which is practically administered by the United 
States Food and Drug Administration; and it has the supreme im- 
portance of being our national law to outlaw any food or drug that 
may kill or harm. This Act however runs only against an adulteration 
or misbranding of its essential products; it is supplemented by the 
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special 1938 law of the Federal Trade Commission Act, prohibiting 
their false advertisement; and it is supported by analogous state 
(including the municipal) legislation. Hence the basic federal law 
is thus administratively divided between the FDA and the FTC; and 
this is an unsound administrative situation, from the standpoint of 
public policy. (But any transfer of the false advertisement law to 
the FDA must be accompanied by a consequent revision of its Act, 
because this law requires distinctive administrative consideration in 
the first instance.) Moreover the analogous state legislation presents 
a serious commercial problem, where it is not uniform with the FDC 
Act; and therefore every reasonable effort must be made to attain 
this uniformity. 


“The second part of our food and drug law complements its 
foregoing basic law. For this part includes other federal and state 
(including the municipal) statutes, which further regulate food and 
drugs on a particular basis. Their number is virtually infinite, in the 
long view; and this is also true as to the diversity of their regulation. 
Broadly speaking this second part of the law under review is largely 
a state one; whereas its first part is principally a federal one. The 
statutes in the second part are too numerous for a complete recital 
here; but they are indicated by the following exemplary statement. 
They include legislation requiring a sanitary conduct of food and 
drug establishments, governing weights or measures for food and 
drugs and regulating cold storage plants; they also include legislation 
for a government inspection of milk and meat, outlawing filled milk, 
establishing standards for farm products and regulating certain im- 
ported or exported food; and they further include legislation for a 
government supervision over the production of biologic drugs and 
all traffic in narcotic drugs, outlawing heroin, requiring a retail of 
dangerous drugs (including related social drugs to prevent concep- 
tion, induce abortion and treat venereal diseases) on a prescription 
basis, licensing pharmacists and otherwise governing retail drug 
stores. It will be noted that such legislation may constitutionally 
rise to the point of wholly outlawing any commerce in unsafe food 
and drugs, as has been done in the case of filled milk and heroin. 
And I should go on to add that this legislative power to suppress 
certain food and drugs, for the protection of the public welfare, has been 


commercially abused. For example, we find this abuse in legislative 
action by the butter industry to suppress or restrain the competitive 
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sale of oleomargarine ; and in similar action by druggists to monopolize 
the retail sale of safe remedies, which are common household articles. 


“The foregoing analysis of our food and drug law now suffices 
to explain the basic nature and essential importance of its regulation. 
Moreover it proves (what has already been implied) that the principal 
statute of this law is the 1938 Federal Food, Drug, and Cosmetic Act. 
For it is our present national food and drug law; it is the legislative 
keystone of the whole law before us, binding it together; and it is 
manifestly the most important one regulating the food and drug indus- 
tries and protecting the*consuming public. I have already indicated 
that this Act was preceded by the original Federal Food and Drugs 
Act of 1906; and consequently the over-all national law thus enacted 
will be fifty years old in 1956. The Food Law Institute will then 
organize a national commemoration of this historic event, in which 
all interested will be invited to participate. (I parenthetically note the 
interesting fact that the important Federal Meat Inspection Act be- 
came a law on the same day that the Federal Food and Drugs Act 
was enacted, on June 30, 1906; and that Upton Sinclair’s book entitled 
‘The Jungle’ played a significant part in promoting the former Act.) 
But | should go on to add that the pioneer 1906 Act was preceded 
by numerous federal laws, regulating food and drugs to a more or less 
limited extent. The earliest one was the 1848 statute, prohibiting the 
importation of adulterated drugs; which was supplemented by an 
analogous food law in 1890. Consequently our federal food and drug 
law, taken as a whole, is today 106 years old. 


4 


“T will finally consider the principal Federal Food, Drug, and 
Cosmetic Act of 1938, to explain it further; and this Act will be 
approached from the standpoint of its basic value to the consuming 
public, since we are now convened in a public meeting to emphasize 
that value of it. I will legally discuss this Act in a Los Angeles 
address to the Institute of Food Technology on June 29, for the pur- 
pose (inter alia) of defining significant trends in it. 


“We proudly claim that our 1938 Act is the strongest national 
food and drug law in the world; but it is a claim that some may 
question. For example: Canada may dispute that claim on the basis 
of its new federal food and drugs act of 1953. For it is a strong 
modern law; but it fundamentally differs from our own, because it is 
(Continued on page 346) 











































Problems Relating to the Use 
of the Search Warrant in the Administration 
of the Federal Food, Drug, and Cosmetic Act 


By RICHARD STRICHARTZ 


The Search Warrant Is a Sanction Which Should Be Used Sparingly in the 
Food, Drug and Cosmetic Field, Warns the Writer, a 1953-1954 Fellow in 
the FLI Food-Drug Law Graduate Program at New York University Law School 


Introduction 

The decision of the Supreme Court holding the factory-inspec- 
tion power found in Section 704 of the Federal Food, Drug, and 
Cosmetic Act’ to be permissive rather than compulsory? gave rise 
to the suggestion that the Food and Drug Administration might 
be obliged to resort to the search-warrant procedure for proper en- 
forcement of the Act.* Subsequently, the Congress moved quickly 
to close this enforcement gap and the passage of a compulsory-inspec- 
tion provision * lessened the likelihood of the general application of 
the search-warrant procedure as an enforcement weapon. However, 
in addition to granting compulsory inspections, the new provisions 
sharply curtailed the scope of the inspection, as that scope previously 
was understood by the Administration.’ The present inspection power 
is generally accepted as limited to a “physical” inspection, with such 








152 Stat. 1057 (1938), 21 USC Sec. 374 
(1946). 

2U., §. v. Cardiff, CCH FOOD DRUG 
COSMETIC LAW REPORTS { 7246, 344 
U. S. 174 (1952). The conflict between Sec- 
tion 704, which required that the inspector 
“after first making request and obtaining 
permission of the owner’’ be permitted to 
inspect, and Section 301(f), making it.a 
prohibited act to refuse ‘‘to permit entry 
and inspection as authorized by Section 
704,"’ was held to void the criminal penalty 
of Section 301(f) on grounds of vagueness. 
The constitutional basis for this holding in 
all likelihood was the due-process clause. 
See ‘“‘Developments in the Law—The Fed- 


eral Food, Drug, and Cosmetic Act,’’ 67 
Harvard Law Review 688, footnote 452. 
This article is hereinafter cited as ‘‘Devel- 
opments.”’ 

* Christopher, ‘‘Factory Inspection,’" 8 
FOOD DRUG COSMETIC LAW JOURNAL 
101, 102 (1953). 

*Pub. L. No. 217, 83d Cong., Ist Sess. 
(August 7, 1953), 67 Stat. 477 (1953). 

5’ The Food and Drug Administration 
claimed the right to inspect records as an 
incident to the right to inspect the factory, 
in the petition for a writ of certiorari to 
the United States Court of Appeals for the 
Ninth Circuit in U. 8. v. Cardiff, No. 27, 
October Term, 1952, p. 19. 
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things as personnel records, batch and formula cards, prescription 
files and other documents beyond the sense of the “compulsory” in- 
spection.® The “physical” limitation on the inspection power has not 
proved to be of practical significance in the vast majority of the cases, 
since responsible members of the affected industries permit inspection 
of their records as well as their plants. It is the fringe operator and 
the repeat violator who present a problem which must be met in en- 
forcement.” In certain instances, enforcement of the Durham-Humphrey 
Amendment * to the Act, as applied to retail druggists, is hampered 
by the inability of inspectors to examine prescription files.’ This study 
will examine the use of the search warrant as an enforcement weapon 
in these fringe situations, viewing the legality of such use from a 
constitutional and statutory basis, and the practical utility of such 
use in situations arising under the Federal Food, Drug, and Cosmetic 
Act. The search warrant is a criminal sanction based on noncoopera- 
tion between the criminal and police authorities. Ever since the 
passage of the Food and Drugs Act of 1906,'° both industry *' and govern- 
ment have labored to realize the high aims of that legislation. It is 
important that this spirit of cooperation, so carefully nurtured by 
members of the industry and those charged with the burden of enforce- 


ing the food, drug and cosmetic laws, be continued for their mutual 
benefit and for the benefit of the public.*%7 As a weapon of adminis- 





* The legislative history of the compul- 
sory-inspection provision is traced in Ver- 
non, ‘‘Food, Drug and Cosmetic Law,"’ 29 
New York University Law Review 401, 402, 
and following (1954), and Rhyne and Mul- 
lin, “Inspect What? A Study in Legisla- 
tive History,"’ 9 FOOD DRUG COSMETIC 
LAW JOURNAL 18 (1954). 

Commissioner Crawford, in a Department 
of Health, Education, and Welfare release 
of August 27, 1953, indicated the atti- 
tude of the Food and Drug Administration: 

‘‘Modern production and distribution are 
carried on to a large extent through the 
medium of written instructions and rec- 
ords. The legislative history indicates 
Congress did not intend to include pre- 
scription files, formula files, complaint files, 
and personnel files within the scope of 
required inspections. FDA interprets this 
to mean that inspection of these records 
will be on a voluntary basis."" (CCH 
FOOD DRUG COSMETIC LAW REPORTS 
{ 6615.42.) 

*Commissioner Crawford testified that 
the primary problem of enforcement in- 
volved less than 5 per cent of the industries 
affected by inspection. (Hearings Before 
the Committee on Interstate and Foreign 
Commerce, House of Representatives, 83d 


Cong., 1st Sess., on H. R. 2769, H. R. 3551 
and H. R. 3604, May 19 and 20, 1953, p. 
8093. These hearings are hereinafter cited 
as ‘‘Hearings.'’) 

*65 Stat. 648 (1951), 21 USC Secs. 353(b), 
333(c) (Supp., 1952). 

* Hearings, p. 90. 

” 34 Stat. 768. 

 “Industry,’’ as used throughout, refers 
to the production, distribution and retail 
levels of the food, drug and cosmetic in- 
dustries. 

12 See Christopher, work cited, at p. 103: 

“The FDA uses the technique of investi- 
gation-inspection as the primary method of 
enforcement. Thus, it is not the negative 
approach of enforcement by prosecution, 
as is true of murder, but the positive one 
of securing compliance by investigation. 
By this positive method it is possible to 
have the active cooperation of large seg- 
ments of those to whom the law applies— 
even violators. The use and success of this 
positive approach is one of the really sig- 
nificant contributions made in our time by 
administrative law to jurisprudence. Even 
if practicable, it therefore would be unwise 
to depend on the search warrant and the 
subpoena duces tecum for enforcement of 
the Food and Drug Act."’ 
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trative enforcement, the search warrant should rarely be resorted to, 
since the effect on industry might well be disastrous. 


Procedural Aspects of Search Warrant 
Rule 41 of the Federal Rules of Criminal Procedure provides the 
detailed requirements for the issuance of a search warrant.’"* The 
rule spells out the procedural and substantive provisions of the Fourth 
Amendment,” and includes procedures established under a prior 
statute." From Rule 41 emerges the idea that the use of the search 


warrant is hedged with many limitations.’* These limitations are the 
result of historic struggles to establish the right of the individual to 
be secure in his person, papers and effects as opposed to the power of 
the government.** The other requirement is substantive in nature, 








% Dunn, ‘“‘Amended Factory-Inspection 
Law,”"’ 8 FOOD DRUG COSMETIC LAW 
JOURNAL 792, 801 (1953): 

“I can think of no course that would 
more discredit the FDA's administration of 
this Act than its indiscriminate use of an 
emergency police search warrant procedure 
regularly to enforce it in a normal situa- 
tion, against legitimate manufacturers and 
dealers; and such a course would undoubt- 
edly provoke immediate remedial legisla- 
tion by Congress."’ 

™ Rule 41 is set forth fully in the appen- 
dix to this article. It is hereinafter cited 
as ‘‘Rule."’ 

6 **The rights of the people to be secure 
in their persons, houses, papers, and ef- 
fects, against unreasonable searches and 
seizures, shall not be violated’’ is the sub- 
stantive right granted by the Fourth 
Amendment. It is distinct from the pro- 
cedural requirements for a valid search 
warrant, also found in the amendment: 
het and no warrants shall issue, but 
upon probable cause, supported by oath or 
affirmation, and particularly describing the 
place to be searched, and the persons or 
things to be seized."’ 

% 40 Stat. 217, 18 USC Secs. 611, and fol- 
lowing, was popularly known as_ the 
“Search Warrants Act.’’ It differed from 
Rule 41, among other things, as to the 
grounds for’the issuance of the warrant. 
Under the Search Warrants Act, a search 
warrant to gain property used in the com- 
mission of a crime was limited to felonies, 
whereas Rule 41(b)(2) permits the issuance 
of the warrant where the property has 
been used in the commission of a criminal 
offense. This includes misdemeanors and 
would apply to violations of the Federal 
Food, Drug, and Cosmetic Act (52 Stat. 
1043 (1938), 21 USC Sec. 333(a) (1946)). 

It has been pointed out that a second 
offender under the Federal Food, Drug, 


and Cosmetic Act may be confined for 
more than one year and should be indicted 
for an infamous crime. See McKay and 
Frauwirth, ““‘The Penalty Provisions of the 
Federal Food, Drug, and Cosmetic Act,” 
6 FOOD DRUG COSMETIC LAW JOUR- 
NAL 575, 581 (1951). See also Rule 7 and 
notes of Advisory Committee on Rules, 
notes to subdivision (a)1. 

" See, for example, Rule 41(c), ‘Issuance 
and Contents."’ 

* Lasson, The History and Development 
of the Fourth Amendment to the United 
States Constitution (1937), is the most com- 
plete exposition to be found on the origins 
of the Fourth Amendment. The author 
traces the early English use of the search 
warrant by the Crown, the Star Chamber 
and Parliament. The struggle to define 
the contents of the search warrant was 
assumed by the English courts. 

In Entick v. Carrington, 19 How. St. 
Trials 1029 (1765), a search warrant issued 
by the Secretary of State to seize Entick 
and his papers was relied on in defense of 
a trespass action brought by Entick. The 
Chief Justice, Lord Camden, said: 

“The messenger, under this warrant, is 
commanded to seize the person described, 
and to bring him with his papers to be 
examined before the secretary of state. 
In consequence of this, the house must be 
searched; the lock and door of every room, 
box, or trunk must be broken open; all 
the papers and books without exception, 
if the warrant be executed according to its 
tenor, must be seized and carried away: 
for it is observable, that nothing is left 
either to the discretion or to the humanity 
of the officer. 

“This power so assumed by the secretary 
of state is an execution upon all party's 
papers, in the first instance. His house is 
rifled; his most valuable secrets are taken 

(Footnote continued on next page) 
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forbidding unreasonable searches or seizures. This is essentially a 
constitutional question. 


As a tool of enforcement of the Food, Drug, and Cosmetic Act, 
the issuance of a search warrant is restricted to property “ 
Designed or intended for use or which is or has been used as the 
means of committing a criminal offense ....” *® The warrant may be 
issued by a district judge, United States commissioner or judge of 
a state or territorial court of record.*® However, the general adminis- 
trative practice is to have a United States commissioner issue the 
warrant * to “an officer of the United States” for execution.** It 
seems probable that a federal food and drug inspector is such an 
“officer of the United States” as defined in Rule 41 as any person “au- 





(Footnote continued from preceding page) 
out of his possession, before the paper for 
which he is charged is found to be criminal 
by any competent jurisdiction, and before 
he is convicted either of writing, publish- 
ing, or being concerned in the paper. . 

‘Before I state the question, it will be 
necessary to describe the power claimed 
by this warrant in its full extent. 

“If honestly exerted, it is a power to 
seize that man’s papers, who is charged 
upon oath to be the author or publisher 
of a seditious libel; if oppressively, it acts 
against every man, who is so described by 
the warrant, though he be innocent. 

“It is executed against the party, before 
he is heard or even summoned; and the 
information as well as the informers, is 
unknown. 

“It is executed by messengers with or 
without a constable in the presence 
or the absence of the party, as the mes- 
sengers shall think fit, and without a wit- 
ness to testify what passes at the time of 
the transaction; so that when the papers 
are gone, as the only witnesses are the 
trespassers, the party injured is left with- 
out proof ." (Pp. 1063, and fol- 
lowing). Judgment for trespass was 
granted plaintiff, along with a scathing 
denunciation of general search warrants. 

A note to this case indicates that after 
this judgment was rendered, the House of 
Commons passed a resolution declaring the 
seizure of papers in the case of a libel to 
be illegal. (Journ. Com., April 25, 1766: 
case cited at p. 1074.) Similarly, in a suit 
by John Wilkes a money judgment was 
given him against the Secretary of State 
for issuing a general warrant which simply 
directed four King's messengers to find 
the author of an alleged libel, and seize 
his person and papers. Wilkes was ar- 
rested, and eventually recovered judgments 


against the messengers and the Secretary 
of State. See Cooley’s Constitutional 
Limitations (8th Ed., Carrington, 1927), 
Vol, 1, p. 612. 

In the American colonies just prior to 
the Revolution, strong opposition arose to 
the writs of assistance issued by the courts 
to revenue officers, which authorized search 
of places suspected of harboring smuggled 
goods. John Otis protested that these 
writs were ‘‘the worst instrument of arbi- 
trary power, the most destructive of Eng- 
lish liberty and the fundamental! principles 
of law, that ever was found in an English 
law book,"’ since they placed ‘‘the liberty 
of every man in the hands of every petty 
officer.'"" (Cooley’s Constitutional Limita- 
tions, Vol. 1, p. 615.) 

” Rule 41(b)(2). For purposes of this 
paper, the other grounds for seizing prop- 
erty—that is, stolen or embezzled goods, 
and property used to aid illegally a for- 
eign power—will not be discussed. 

* Rule 41(a). 

** The commissioner is a fee officer who 
derives his income from the issuance of 
warrant and like services (62 Stat. 916 
(1948), 28 USC Sec. 633 (Supp., 1952)). 

A separate problem arises concerning the 
jurisdiction of the officer issuing the war- 
rant where the warrant is sought from a 
state court of record. The property must 
be within the jurisdiction of the court, and 
state statutes vary to such an extent that 
the seizure might be declared invalid. See 
Cornelius, The Law of Search and Seizure 
(2d Ed., 1930), p. 344. 

* There was considerable dispute during 
Prohibition over who was a ‘“‘civil officer 
of the United States,’’ and this was re- 
solved to require the name of the person, 
or his title, or a class of officers. See 
FE v. Dziadus, 289 F. 837 (DC W. Va., 
1 ). 





USE OF THE SEARCH WARRANT PAGE 335 


thorized to enforce or assist in enforcing any law” of the United States.** 


What property may be seized under the authority of a search 
warrant? To be subject to such seizure the property must be de- 
scribed with particularity.** The property seized should be that de- 
scribed in the warrant.*®> The description must be sufficient to identify 
it and should leave no room for the officer to use his discretion.” 


One of the grounds for challenge of the search warrant under 
the federal rules is that “the property seized is not that described in 
the warrant.” ** The adulterated product itself may be seized where 
it is particularly described in the search warrant. However, ma- 


chinery used in the manufacture of adultérated products and other 
things generally classified as fixtures, even though particularly de- 
scribed, have been held to be beyond the scope of the search warrant 
because they are not personal property which can be literally “taken” 
from one place and “brought” before the judge or commissioner.”* 


Admitting that a search warrant might legally be obtained to seize 
an adulterated or misbranded article, it is unlikely that such a pro- 
cedure is required for efficient administration. The Food and Drug 
Administration has specific statutory authority under Section 304 to 
seize the violative article without having to operate within the narrow 
constitutional and procedural confines of the Fourth Amendment and 
Rule 41.*° Such a seizure is, of course, civil in nature,*° being a pro- 





(Machen, Law of Search and Seizure 
(1950), p. 38: U. S. v. Cld Dominion Ware- 
house, 10 F. (2d) 736 (CCA-2, 1926); Ben- 
nett vw. U. 8., 145 F. (2d) 270 (CCA-4), 
cert. den., 323 U. S. 788 (1944).) 

*%U, S. v. Nine 200-Barrel Tanks (Ap- 
proximately Full) of Beer, 6 F. (2d) 401 
(DC R. L., 1925) (failure to show that the 
tanks were not fixtures was held fatal to 
the warrant when challenged). Accord, 
Levin v. Blair, 17 F. (2d) 151 (DC Pa., 
1927) (a search warrant does not authorize 
the seizure of real estate); Mellet & 
Nichter Brewing Company v. U. S8., 296 
F.. 765 (DC Pa., 1923). 

#52 Stat. 1044 (1938), as amended, 62 


23 Rule 41(c) uses the same wording found 
in the Search Warrants Act, Sec. 617; 
U. 8. v. Montalbano, 298 F. 667 (DC Tex., 
1924). 

* Rule 41(c). 

*‘*The requirement that warrants shall 
particularly describe the things to be 
seized makes general searches under them 
impossible and prevents the seizure of one 
thing under a warrant describing another.” 
(Marron v. U. 8., 275 U. S. 192, 196 (1927).) 

** See footnote 25. 

* Ruie 41(e)(3). But this does not mean 
that other goods cannot be seized where 
officers are acting under a valid search 


warrant. Related goods, contraband and 
gambling paraphernalia should be subject 
to seizure: ‘‘(1) if they were found by the 
officer while he was engaged in good faith 
in searching for the thing named, (2) if 
the officer had not abandoned his search to 
look for other things, (3) if the officer had 
not obtained a warrant ostensibly to search 
for one thing when his actual purpose was 
to search for another, and (4) if the goods 
seized were of the type described or used 
in connection with the offenses named.”’ 


Stat. 582 (1948), 21 USC Sec. 334(a) (Supp., 
1952). 

*U, 8. v. 62 Packages . Marmola, 
48 F. Supp. 878 (DC Wis., 1943); U. 8. v 
935 Cases of Tomato Puree, 136 F. (2d) 523 
(CCA-6), cert. den., 320 U. S. 778 (1943). 
See the discussion of this point and the 
subject of seizure from the consumer which 
arose as a result of U..S. v. Olsen, 161 F. 
(2d) 669 (CCA-9), cert. den., 332 U. S. 768 
(1947), in ‘“‘Developments,’"" pp. 701, and 
following. 
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cedure in admiralty *' for a libel of condemnation, and thus beyond the 
ken of the Fourth Amendment. It merely imposes in rem jurisdiction 
on the federal court to try the issue made in the libel.**? Furthermore, 
criminal action may follow a civil seizure of a food, drug or cosmetic,” 
and the defendant in that criminal action has no right to plead the 
Fourth Amendment in objecting to evidence thus gained, since a seizure 
under Section 304, legal when made, cannot subsequently become 
illegal merely because evidence gathered thereby is introduced in a 
criminal prosecution.** The ample authority granted by Section 304 
would seem to pre-empt the field, excluding the operation of the search 
warrant as far as foods, drugs and cosmetics themselves are concerned. 


The next question is a consideration of whether the search warrant 
may be exercised by the Food and Drug Administration to obtain 
information which has been denied the Administration by the revised 
Section 704. In justifying such a seizure the FDA must face two 
hurdles: First, Rule 41 requires that the property seized be 
Designed or intended for use or which is or has been used as the means 
of committing a criminal offense.” * (Italics supplied.) Are such 
things as batch records, shipping and receiving records, orders, com- 
plaint files, personnel files and stock records ever “used as a means 


of committing a criminal offense’? ** Second, there is a possible limita- 
tion inherent in Congressional rejection of the Administration’s 
practice of asserting almost unlimited inspection power.** Did Con- 
gress, by enacting Section 704, intend to preclude all inspection beyond 
that authorized therein, thus precluding the search-warrant procedure ? 


How could the Food and Drug Administration show that the 
property sought to be seized under a search warrant has been used 
“as the means” of violating the Act? Commissioner Crawford, in 


- 38 


commenting on this problem, said: 





trust Division of the Department of Justice 


% 52 Stat. 1044 (1938), 21 USC Sec. 334(b) 
often reverses this procedure, instituting a 


(1946). 


3% ‘‘Developments,"’ p. 703. Neither does 
the Fourth Amendment apply to the for- 
feiture of products when in accordance 
with a final decree. See Boyd v. U. 8., 
116 U. S. 616, 623 (1886). 

*% Hearings, p. 87: 

“Mr. Beamer. Now are these 263 crim- 
inal prosecutions a result of the 1,651 
particular seizures or reports that were 
made? ... 

“Mr. Crawford. No, they are separate 
legal actions, although the same goods may 
be involved in a number of those cases.’’ 

“U. 8. v. External Remedy Company, 
36 F. (2d) 53 (DC N. Y., 1929). The Anti- 


criminal action and gathering information 
via the ‘‘big subpoena."’ Later, the crim- 
inal proceeding may be dropped, but the 
government has all the information it 
needs for a strong civil antitrust prosecu- 
tion. See Seymour, ‘‘The Big Subpoena,”’ 
ANTI-TRUST LAW SYMPOSIUM, 1953, 
pp. 32-33, 41. 

* Rule 41(b)(2). 

* Cited at footnote 35. 

* Testimony of Commissioner Crawford, 
Hearings, pp. 85, and following. 

* Hearings, p. 218. 
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Since manufacture of misbranded or adulterated drugs is not itself ordinarily 
an offense under the Federal Food, Drug, and Cosmetic Act, such a showing 
would be a practical impossibility in most cases. [Italics supplied.] 

The Commissioner apparently assumed that food and drug 
officials would have a difficult time proving that batch records, shipping 
and receiving records and the like had been used “as the means of 
committing a criminal offense.” Such records on the surface are con- 
cerned with the manufacturing process, and as Commissioner Crawford 
pointed out, the manufacture of adulterated and misbranded articles 
is not an offense under the Act. Thus, by categorizing these records 
as being used only in the manufacturing process, the Commissioner 
concluded that they are excluded from the reach of a search warrant. 


However, a different approach may be used. The prohibited act 
under Section 301 (a) is the introduction into interstate commerce of 
an adulterated or misbranded article.** The offense thus has two 
elements: (1) the introduction into interstate commerce of (2) mis- 
branded or adulterated articles. It is only when both of these elements 
concur that Section 301(a) is applicable. Under ordinary circum- 
stances the article is adulterated or misbranded in the manufacturing 
process, and since batch records, formula cards and the like are integral 
parts of the manufacturing process, they become an integral part of 
the second half of the offense, that is, the adulteration or misbranding 
of the article. Too, orders and shipping records are as much a part of 
the introduction process as they are a part of the manufacturing 
process. The receipt of an adulterated or misbranded article is a 
prohibited act under Section 301(c),*° and receiving records would 
appear to be more closely related to such receipt than to the manu- 
facturing process. Thus, accepting Commissioner Crawford’s assump- 
tion that these records are only a part of the manufacturing process 
does not necessarily place them beyond the reach of the search war- 
rant since they may still be related to the means of the commission of 
an offense. It may well be argued that because they are used in the 
manufacturing process resulting in the production of an adulterated 
or misbranded article which is introduced into interstate commerce, 
they are in fact used—at least partially—as the means of committing 
a criminal offense, thus satisfying the requirements of Rule 41. 


A careful study of the hearings and debates on the amended 
factory-inspection provision does not affirmatively reveal an intention 





9 52 Stat. 1042 (1938), as amended, 62 52 Stat. 1043 (1938), as amended, 62 
Stat. 582 (1948), 21 USC Sec. 331(a) (Supp., Stat. 582 (1948), 21 USC Sec. 331(c) (Supp., 
1952). 1952). 
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on the part of Congress to exclude the search-warrant procedure from 
the arsenal of enforcement weapons. It is also true that there is no 
affirmative revelation in the record that Congress intended enforce- 
ment by search warrant. The problem dealt with in amending Sec- 
tion 704 was compulsory inspection of all members of the affected 
industries. As will be discussed below,“ the search warrant, if used, 
is applicable to the few situations where the Administration can show 
such facts “that a reasonably discreet and prudent man would be led 
to believe that” * there had been a criminal violation of the Act, an 
entirely different problem. In light of the social and economic 
importance of the Federal Food, Drug, and Cosmetic Act, it is unlikely 
that Congress could be said to have intended to deny the search- 
warrant power to the Administration merely by silence. Further, 
Rule 41, being of a general nature, would appear to be applicable in all 
situations unless Congress affirmatively forbade its use. Section 704 
is not a Procrustean mold restricting other methods of enforcement. 


Probable Cause 


If the apparent facts set out in the affidavit are such that a reasonably 


discreet and prudent man would be led to believe that there was a commission 
of the offense charged, there is probable cause justifying the issuing of a 


warrant.” 

The determination of the existence of such probable cause is a 
judicial function,** the decision being ex parte and being based on 
sworn affidavits *° alleging facts which would be admissible in a jury 
trial.*° The very phrase “probable cause” indicates that the facts upon 
which the court makes its determination need not be such as would 
necessarily lead to a conviction of the crime charged.*’ However, it 
is necessary that the affidavits be based on more than “information 
and belief” ** or “suspicion.” *° 

The complexities of being in a position to allege facts which 
constitute probable cause is the major stepping stone over which the 





Accord, Ely, ‘‘Federal Constitutional Limi- 


“ Under the head ‘‘Probabie Cause.”’ 

* Dumbra v. U. S8., 268 U. S. 435, 441 
(1925). 

“Case cited, footnote 42; Stacey v. 
Emery, 97 U. S. 642, 645 (1878). See note, 
46 Harvard Law Review 1307, 1311 (1933), 
where it is suggested that the historical 
background of the revenue laws of the 
American Colonies and the collection acts 
passed by the first two Congresses, indi- 
eated that the Fourth Amendment requires 
“‘merely reasonable cause to suspect in th 
light of all the circumstances eon 


tations on Searches by State Authority,”’ 
12 St. Louis Law Review 159 (1927). 

* Steele v. U. S., 267 U.S. 505, 511 (1925). 

* The Fourth Amendment requires that 
the probable cause be ‘‘supported by oath 
or affirmation,’’ and this requirement is 
also found in Rule 41(c). 

* Grau v. U. S., 287 U. S. 124, 127 (1932). 

“ U, 8. v. Lepper, 288 F. 136 (DC N, Y., 
1923). 

* Byars v. U. 8., 273 U. S. 28 (1927). 

*” Nathanson v. U. S8., 290 U. S. 41 (1933). 
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Food and Drug Administration is likely to stumble in an effort to 
utilize the search warrant as an enforcement device.*° Complaints 
from competitors and consumers, though the basis for suspicion, are 
insufficient for a showing of probable cause. Also, the suspicion of 
inspectors—federal, state and local—that the Act is being violated is 
insufficient."". The fact that an “authorized” search under a warrant 
reveals facts in support of the suspicion is not sufficient unless the 
facts causing a reasonably discreet and prudent man to believe that an 
offense was committed were known prior to the authorization of the 
search.®? If such facts were lacking, a motion to suppress the informa- 
tion so gathered would be upheld.** In the minority report of the 
committee conducting hearings on factory inspection, it was suggested 
that the entire “inspection” procedure be predicated on a search-warrant 
basis.°* Had this procedure been adopted the entire structure of 
enforcement by “inspection” would have collapsed because of the 
difficulty of showing probable cause. 

It is necessary to understand that “inspection” and “search” are 
independent and completely divorced from one another. Inspection 
might be said to be predicated on the fact that Congress has, by enact- 


ing the Food, Drug, and Cosmetic Act, declared that the channels of 
interstate commerce are closed to articles which are not up to the 


declared standards of the Act.5® Below-standard articles become 








*” Hearings, p. 218. 

% Steele v. U. S., 267 U. S. 498 (1925) 
(affiant witnessed boxes stenciled with 
word ‘‘whiskey’’ being unloaded, and made 
search of official records which disclosed 
that defendant was not licensed and this 
was held to constitute probable cause). 

It would not be enough for an FDA in- 
spector to make out an affidavit that there 
is adulterated food stored in a certain 
warehouse. He must state in what way 
the food is adulterated and how he knows 
about it. He may relate what he observed, 
smelled, tasted or otherwise uses as the 
basis for his assertion. See McBride v. 
U. 8., 284 F. 416 (CCA-5, 1922); Hurley v. 
U. 8., 300 F. 75 (CCA-1, 1924). 

= Garske v. U. 8., 1 F. (2d) 620 (CCA-8, 
1924). 

% Rule 41(e)(4) embodies the want of 
probable cause as a ground for challenge 
of the search warrant. 

% H. Rept. No. 708, 83d Cong., 1st Sess., 
pp. 24-33 (minority report). 

% There is some question whether an 
inspection authorized by statute is a search 
under the Fourth Amendment. See, for 
example, District of Columbia v. Little, 
178 F. (2d) 13, 20 (CA D. C., 1949), aff’d 


on other grounds, 339 U. S. 1 (1950); 
Stahl and Kuhn, “Inspections and the 
Fourth Amendment,’’ 11 University of 
Pittsburgh Law Review 256, 262-264 (1950) 
(attempting to distinguish between inspec- 
tion and search). But cf. ‘‘Developments,”’ 
p. 690. 

A list of some federal statutes author- 
izing inspection of premises without the 
necessity of procuring a search warrant is 
to be found in House report cited at foot- 
note 54, Appendix A (1953). These statutes 
have seldom been challenged on constitu- 
tional grounds because of an apparent rec- 
ognition of their necessity. See Pittsburgh 
Melting Company v. Totten, 248 U. S. 1 
(1918); Cloverleaf Butter Company v. Pat- 
terson, 315 U. S. 148 (1942). 


% See, for example, U. 8. v. Dotterweich, 
320 U. S. 277, 280 (1943): 

“The Food and Drugs Act of 1906 was 
an exertion by Congress of its power to 
keep impure and adulterated food and 
drugs out of the channels of commerce. 
By the Act of 1938, Congress extended the 
range of its control over illicit and noxious 
articles and stiffened the penalties for dis- 
obedience."’ 
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contraband, and inspection is the method Congress has established to 
prevent such contraband from moving across state lines, as well as to 
gather information which would lead to the apprehension of the 
contraband after it has entered the channels of interstate commerce. 
This concept of preventive enforcement is strengthened by the addi- 
tional provisions of the factory-inspection law. Reports of violations 
uncovered during an inspection must be given to the manufacturer 
before the inspector leaves the plant.*” The addition was intended to 
allow the manufacturer, by self-regulation, to prevent the offending 
article from becoming contraband. Reports of analyses of certain 
samples taken during an inspection are now required to be sent to the 
producer.** Again, prevention of a violation was the key to the addi- 
tion. Thus, it would seem that inspection, in addition to being a 
means whereby 80 per cent of all violations are discovered,” has 
become one of the strong preventive instruments of the Act. The 
search, based as it is on the finding of probable cause that a crime has 
been committed, is solely a means whereby conviction may be had. 
Food and drugs are too important to the health of the Nation to be 
regulated by a system of entry after the door has been closed. A 
method of enforcement contemplating cooperation of industry and 
the Administration, with the administrative officials assisting the 
industry in self-regulation has, to a certain extent, been strengthened 
by the recent factory-inspection amendment. The search warrant 
rejects such cooperation. Inspection, as it is now constituted, en- 


courages cooperation. 


Unreasonable Searches and Seizures 
An integral part of the Fourth Amendment is the substantive 


protection against unreasonable searches and seizures.*° In Boyd v. 
U. S$." it was held that the compulsory production of private papers 
was a search and seizure which compelled the individual defendant to 
testify against himself in violation of his rights under the Fifth Amend- 
ment and that it was also an unreasonable search and seizure under 
the Fourth Amendment.* On the other hand, the corporate defend- 





Sec. 704(b), 67 Stat. 477 (1953). “ Case cited at footnote 32. 
® Sec. 704(d), 67 Stat. 477 (1953). Case cited at footnote 32. However, 
* Hearings, p. 63. Justice Frankfurter has pointed out that 
® The Fourth Amendment provides that the invoice was required by law to be kept, 
“the right of the people to be secure in and thus touched with a public interest. 
their persons, houses, papers, and effects, See Shapiro v. U. 8., 335 U. S. 1, 67 (1948) 
against unreasonable searches and seizures (dissenting opinion). 
shall not be violated . eee 
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ant may not avail’ itself of this self-incrimination challenge to the 
validity of the search warrant,® the only limitations on corporate 
papers being that the records subpoenaed are not relevant to the 
inquiry,®* or that the demand is too sweeping,” or that the investiga- 





tive body is conducting a “fishing expedition.” 


66 


The distinction between corporate and individual status dis- 


appears where “public records” are involved. 


These are records 


which are required by law to be kept and, thus, are subject to inspec- 


tion, subpoena or seizure under a search warrant.” 


What application 


does this concept of “public records” have to the administration of the 


Federal Food, Drug, and Cosmetic Act? 


As a result of the Durham- 


Humphrey Amendment, oral prescriptions and oral orders to refill 


prescriptions must be reduced to writing and filed. — Is it not then 
reasonable to infer that these prescriptions are “records required by 


law to be kept,” since they are required to be filed? ® 


Furthermore, 


by attributing to these files the characteristic of “public records,” 
their seizure under a search warrant may not be challenged as being 


merely evidentiary, since “public records” 
indicated that 


missioner Crawford has 


are nonprivileged.*° Com- 
a major consideration for 


wanting to examine these files is their value as evidence of violations: 


* Silverthorne Lumber Company v. U. S., 
251 U. S. 385 (1920); Hale v. Henkel, CCH 
TRADE REGULATION REPORTS {f 6046 
(Supp. Vol. VI), 201 U. S. 43 (1906); U.S. 
v. Philadelphia Railroad Company, 225 F. 
301 (DC Pa., 1915); Note, 30 Columbia Law 
Review 103 (1930). 

Tk [Corporations] are endowed with 
public attributes. They have a collective 
impact upon society, from which they de- 
rive the privilege of acting as artificial 
entities. The Federal Government allows 
them the privilege of engaging in inter- 
State commerce. Favors from government 
often carry with them an enhanced meas- 
ure of regulation.”’ (U. 8. v. Morton Salt 
Company, 1950-1951 CCH TRADE CASES 
* 62,561, 338 U. S. 632, 652 (1950).) 

“U, S. v. Morton Salt Company, cited 
at footnote 63. 

©“ FTC v. American Tobacco Company, 
CCH TRADE REGULATION REPORTS 
{ 6190 (Supp. Vol. VI), 264 U. S. 298 (1924). 

* Case cited at footnote 65; cf., Okla- 
homa Press Publishing Company v. Wall- 
ing, 327 U. S. 186, 208 (1946): 

“It is not necessary as in the case of a 
warrant, that a specific charge or com- 
plaint of violation of law be pending or 
that the order be made pursuant to one. 
It is enough that the investigation be for 
a lawfully authorized purpose, within the 


power of Congress to command .. . 
Necessarily this cannot be reduced 
to formula; for relevancy and adequacy 
or excess in the breadth of the subpoena 
are matters variable in relation to the 
nature, purposes and scope of the inquiry.’ 

* Shapiro v. U. 8., cited at footnote 62; 
see Gouled v. U. 8., 255 U. S. 298, 309 
(1921): 

‘There is no special sanctity in papers, 
as distinguished from other forms of prop 
erty, to render them immune from search 
and seizure, if only they fall within the 
scope of the principles of the cases in 
which other property may be seized, and 
if they be adequately described in the 
affidavit and warrant. Stolen or forged 
papers have been so seized and we 
cannot doubt that contracts may be so 
used as instruments or agencies for per- 
petrating frauds upon the Government as 
to give the public an interest in them 
which would justify the search for and 
seizure of them, under a properly issuing 
search warrant, for the purpose of prevent- 
ing further frauds.” 

® Secs. 503(b)(1)(C) (ii), (ili), 
648 (1951), 21 USC Sec. 353(b) 
1952). 


* See footnote 67. 
* Shapiro v. U. 8., cited at footnote 62. 


65 Stat. 
(Supp., 





PAGE 342 FOOD DRUG COSMETIC LAW JOURNAL—JUNE, 1954 


When a druggist refuses to permit inspection of his prescription file and 
we have strong reasons to believe it contains evidence essential to the com- 
pletion of a sound federal court case, we shall ask the nearest judge or United 
States commissioner for a search warrant.” 

Thus, in order to justify the search and seizure, the FDA will 
have to demonstrate that the seized articles or records are not merely 
evidentiary. Chief Justice Vinson enunciated the difference between 
that which is merely evidentiary and that which is the legitimate 
subject of a seizure: ™ 

This Court has frequently fecognized the distinction between merely evi- 
dentiary materials, on the one hand, which may not be seized either under the 
authority of a search warrant or during the course of a search incident to 
arrest, and on the other hand, those objects which may validly be seized 
including the instrumentalities and means by which a crime is committed, the 
fruits of crime such as stolen property, weapons by which escape of the person 
arrested might be effected, and property the possession of which is a crime. 

Though public records are not included within this short discus- 
sion of what is merely evidentiary and what is not, it is settled that 
public records are nonprivileged,”* and hence could not be classified 
as merely evidentiary. 

Subsidiary problems of search incident to arrest,"* consent to the 
search * and like topics have not been considered, since they are not 


particularly relevant to this paper. 


Summary and Conclusion 


The search warrant is a sanction which should be used sparingly 
in the food, drug and cosmetic field. It is an extremely technical 
proceeding subject to the following specific challenges: (1) The 
property was illegally seized without warrant or (2) the warrant is 





™ Crawford, ‘‘The Retail Druggist and v. Lindenfield, 142 F. (2d) 829 (CCA-2, 


the Federal Law,’’ 8 FOOD DRUG COS- 
METIC LAW JOURNAL 721, 726 (1953). 
@ Harris v. U. 8., 331 U. S. 145, 154 
(1947). In Gouled v. U. 8., cited at foot- 
note 67, p. 309 of opinion, the subject of 
what property was subject to seizure “under 
warrant at the time of the adoption of the 
Constitution was considered. Among these 
items were stolen or forfeited property, 
property liable to duties and concealed to 
avoid payment of them, excisable articles 
and books required by law to be kept with 
respect to them, counterfeit coin, burglars’ 
tools and weapons, implements of gam- 
bling and ‘‘many other things of like 
character ... .° 
The following cases illustrate what is 
held to be not merely evidentiary: U. 8. 


1944) (cards kept by physician seized as 
incident to arrest for violation of narcotics 
law); Matthews v. Correa, 135 F. (2d) 534 
(CCA-2, 1943) (seizure of bankrupt's bank 
books held not merely evidential); U. 8. v. 
Poller, 43 F. (2d) 911 (CCA-2, 1930) (seiz- 
ure of bills of lading relating to illegal 
importation of Swiss watch movements 
was justified by their having been used in 
the commission of the crime). 

% Shapiro v, U. 8., cited at footnote 62. 

™ See, for example, case cited at foot- 
note 25. 

% See, for example, U. 8. v. Arnold’s 
Pharmacy, Inc., CCH FOOD DRUG COS- 
METIC LAW REPORTS { 7269, 116 F. 
Supp. 310 (DC N. J., 1953). 
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insufficient on its face or (3) the property seized is not that described 
in the warrant or (4) there was no probable cause for believing the 
existence of the grounds on which the warrant was issued or (5) the 
warrant was illegally executed.”* Other grounds have been discussed 
in detail. 

There is also some question as to whether Congress intended 
to provide for the Act to be enforced by means of the search warrant. 
But these are assertions of pygmy stature when compared to the 
overwhelming problem of maintaining the spirit of cooperation 
developed over the years by both industry and*the Food and Drug 
Administration. This cooperation has instilled public confidence in 
the food, drug and cosmetic industries that is worth far more than a 
program of industry opposition which might well destroy this reservoir 
of public confidence. In addition, there is an overwhelming public 
interest involved in the issue of industry cooperation which cannot 
and must not be ignored. 


Another factor to be given great weight is the effect on the attitude 
of the Food and Drug Administration if it becomes necessary to turn to 
the search warrant for proper enforcement of the Act. The Federal 
Food, Drug, and Cosmetic Act incorporates provisions for administra- 
tive hearings prior to the filing of a formal complaint.” If this act is 
to be administered primarily with criminal-enforcement procedures, 
the tendency may be to view every violation as a proper subject for 
criminal prosecution. The affected industries have not been thought 
of as members of the criminal community. but rather as members of 
the business community primarily striving to obey the spirit of the 
laws. It would be almost impossible not to be in technical violation if 
literal interpretation were given to the Act in every instance. A minor 
violation, which is still a violation, might have to be prosecuted in order 
to justify the issuance of the search warrant in the first instance. 
This would be a most unfortunate turn of events. 


Furthermore, there is the possibility that there will be erected 
barriers to administrative cooperation. If the FDA finds that normal 
enforcement of the act is being thwarted, the administration may have 


a tendency to refuse to cooperate with industry. Any act which has 


as much administrative discretion as this one can not afford either 
administrative frigidity or administrative rigidity. 





™ Rule 41(e). Sec. 335 (1946); cf. case cited at footnote 
™ Sec. 305, 52 Stat. 1045 (1938), 21 USC Sé, at p. 279 of opinion. 
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In the effective administration of the Act, the effect on the total 
program might well be disastrous. An undue amount of time would 
have to be devoted to the detection of violations. Excessive effort 
would have to be expended investigating in order to make out the 
necessary “probable cause” prerequisite to the issuance of the warrant. 
In each instance, lengthy legal proceedings would follow, with the 
warrant subject to serious challenge—yet the total psychological 
impact on the affected industries is incalculable. This shift in 
emphasis of administrative activity would, in all probability, increase 
administrative costs or result in incomplete protection of the public. 
The important function of standard-making might well come to 
a standstill. 


If the search warraat is to be used at all, it must be restricted to 
those instances where the Food and Drug Administration feels that in 
the light of all the circumstances, including a careful weighing of the 
factors against its use and other procedures available for the enforce- 


ment of the Act, it is the only means of insuring the protection of 
the public. [The End] 


Appendix 
FEDERAL RULES OF CRIMINAL PROCEDURE—RULE 41 


Search and Seizure 


(a) Authority to Issue Warrant. A search warrant authorized by this rule 
may be issued by a judge of the United States or of a state or territorial court 
of record or by a United States commissioner within the district wherein the 
property sought is located. 


(b) Grounds for Issuance. A warrant may be issued under this rule to 
search for and seize any property 

(1) Stolen or embezzled in violation of the laws of the United States; or 

(2) Designed or intended for use or which is or has been used as the means 
of committing a criminal offense 


(c) Issuance and Contents. A warrant shall issue only on affidavit sworn 
to before the judge or commissioner and establishing the grounds for issuing the 
warrant. If the judge or commissioner is satisfied that grounds for the applica- 
tion exist or that there is probable cause to believe that they exist, he shall 
issue a warrant identifying the property and naming or describing the person 
or place to be searched. The warrant shall be directed to a civil officer of the 
United States authorized to enforce or assist in enforcing any law thereof or to 
a person so authorized by the President of the United States. It shall state the 
grounds or probable cause for its issuance and the names of the persons whose 
affidavits have been taken in support thereof. It shall command the officer to 
search forthwith the person or place named for the property specified. The warrant 
shall direct that it be served in the daytime, but if the affidavits are positive that 
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the property is on the person or in the place to be searched, the warrant may direct 
that it be served at any time. It shall designate the district judge or the com- 
missioner to whom it shall be returned. 


(d) Execution and Return with Inventory. The warrant may be executed 
and returned only within 10 days after its date. The officer taking property 
under the warrant shall give to the person from whom or from whose premises 
the property was taken a copy of the warrant and a receipt for the property 
taken or shall leave the copy and receipt at the place from which the property 
was taken. The return shall be made promptly and shall be accompanied by a 
written inventory of any property taken. The inventory shall be made in the 
presence of the applicant for the warrant and the person from whose possession 
or premises the property was taken, if they are present, or in the presence of at 
least one credible person other than the applicant for the warrant or the person 
from whose possession or premises the property was taken, and shall be verified 
by the officer. The judge or commissioner shall upon request deliver a copy of 
the inventory to the person from whom or from whose premises the property 
was taken and to the applicant for the warrant. 


(e) Motion for Return of Property and to Suppress Evidence. A person 
aggrieved by an unlawful search and seizure may move the district court for the 
district in which the property was seized for the return of the property and to 
suppress for use as evidence anything so obtained on the ground that (1) the 
property was illegally scized without warrant, or (2) the warrant is insufficient 
on its face, or (3) the property seized is not that described in the warrant, or 
(4) there was not probable cause for believing the existence of the grounds on 
which the warrant was issued, or (5) the warrant was illegally executed. The 
judge shall receive evidence on any issue of fact necessary to the decision of 
the motion. If the motion is granted the property shall be restored unless other- 
wise subject to lawful detention and it shall not be admissible in evidence at any 
hearing or trial. The motion to suppress evidence may also be made in the 
district where the trial is to be had. The motion shall be made before trial or 
hearing unless opportunity therefor did not exist or the defendant was not aware 
of the grounds for the motion, but the court in its discretion may entertain the 
motion at the trial or hearing. . ... 


(g) Scope and Definition. This rule . . . does not modify any other act, 
inconsistent with this rule, regulating search, seizure and the issuance and ex- 
ecution of search warrants in circumstances for which special provision is made 
The term “property” is used in this rule to include documents, books, papers 
and any other tangible objects. 


© MISREPRESENTATION—HEARING-AID DEVICES ¢ 


A manufacturer of a hearing-aid device has consented to the entry of 
an order prohibiting misrepresentation of its hearing-aid device. The 
order prohibits advertising claims that the device will fit all hearing aids 
or the ear canals of all persons; that it is hidden or otherwise out of sight 
when inserted in the ear canal; or that it has been accepted by the Ameri- 
can Medical Association. (Consent order released May 17, 1954.) 


A company engaged in the sale of the hearing-aid device is charged 
with similar false representation. ((Complaint issued May 5, 1954; re- 
leased May 20, 1954.)—CCH Trape Recutation Reports § 11,715; 11,719. 
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| OUR FOOD AND DRUG LAW—Continued from page 330 | 


largely made by conclusive administrative regulations. Likewise the 
United Kingdom may question that claim, if and when the pending 
revision of its parallel federal act is enacted. But even then it will 
not be as strong as our Act, in itself and because of its traditional 
local enforcement; and it will also similarly differ from this Act. 
Now while we must pay due tribute to the best foreign food and drug 
laws, we may nevertheless stand on that claim for two reasons. In 
the first place the 1938 Act expresses the legislative philosophy of our 
free institutions in relation to the food and drug industries, which 
foreign laws may not to an important extent. It is the philosophy 
for an objective regulation of conduct by these industries, as distin- 
guished from a government permission control of them; and this is 
true regardless of any exceptional deviation from that philosophy. 
In the second place and broadly speaking our 1938 Act is not surpassed 
elsewhere, in its actual public value; or in the efficiency of its adminis- 
tration. We have seen that this Act is practically administered by 
the Food and Drug Administration, in the United States Department 
of Health, Education, and Welfare. The FDA is an expert scientific 
and technical agency organized exclusively to administer our national 
food and drug law; and it has a long record of distinguished adminis- 
trative success. Which however has only been achieved through an 
able enforcement cooperation by the United States Department of 
Justice and the local United States Attorneys; and through a due 
regard for the essential public law of our 1938 Act, by the United 
States Courts. The administrative and enforcement progress of this 
Act last year is indicated by the following (among other) statistics: 
over 23,000 product samples were administratively collected; over 
12,000 factory inspections were administratively made; nearly 1800 
court enforcement proceedings were instituted ; and nearly 32,000 im- 
ports were administratively inspected. But I add here that the whole 
administration and enforcement of the 1938 Act in any year involves 
only a minute fraction of our total commercial food and drugs; that 
they fully comply with and indeed largely exceed all the requirements 
of this Act, to an overwhelming extent; and that such compliance is 
voluntarily made by the food and drug industries themselves. In 
short: it is they who self-enforce this Act, as a general rule; but the 
FDA must deal with the incidental exceptions to that rule, which 
involve a serious danger to public health or a harmful deceit in trade. 
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“Our 1938 Act regulates interstate (including foreign) commerce ; 
it has been repeatedly amended, to increase its original regulatory 
strength; and other similar amendments are now before Congress. 
The Act’s present regulatory strength is disclosed by the following 
partial description of it: This Act grants necessary administrative 
powers to execute it. This Act authorizes drastic court proceedings 
to enforce it. They are seizure (1442 were instituted last year), 
criminal (329 were instituted last year), and injunction (11 were 
instituted last year) proceedings. This Act has a broad jurisdictional 
reach. For it follows its articles from their entry into interstate 
commerce down through their final retail in intrastate commerce; 
and it goes so far as to regulate an exclusively intrastate commerce in 
colored oleomargarine, which has not entered interstate commerce 
at all. This Act also has a broad product reach, as to food and drugs. 
For it applies to all such articles used by man or domestic animal; 
and to all their component ingredients. Hence it is a protective law 
extending all the way from the raw material on the farm or in the 
factory to the finished products in the consumer’s dining room and 
medicine cabinet ; and one which may be called our vital legal life line. 
This Act further has a broad protective and beneficial reach, with 
respect to food and drugs; which is most important of all. For it 
enjoins their insanitary production; it outlaws any food that is 
unfit for consumption or injurious to health; it outlaws any drug 
that is dangerous to health, when used as directed in its labeling; 
and it prohibits any deceit in the composition or labeling or packaging 
of food and drugs. Then this Act goes on affirmatively to require 
that all food and drugs shall have informative labels; that the label 
of a dietary food shall reveal its actual nutritional value; and that the 
labeling of dangerous drugs shall bear adequate directions and warn- 
ings and cautions. Furthermore this Act also empowers its adminis- 
trator to establish identity (among other) standards for basic food, 
which assure its integrity; and these standards provide for a nutri- 
tional fortification of essential food. The practical importance of such 
standards is indicated by adding that they now govern the composition 
of over half our packaged food; and that in their nutritional fortifica- 
tion of essential food (including bread and flour) they are a funda- 
mental public instrument to improve the national diet. Whereas in 
the case of drugs this Act scientifically establishes identity (among 
other) standards for basic drugs used by the medical profession, to 
assure their efficacy; and it then goes on to impose a government 
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permission control over the production of ‘new drugs’, to assure 
their safety. This control has the practical importance that it governs 
the marketing of nearly all significant new drugs, especially where 
they are used by the medical profession; and last year 454 new drug 
applications became effective. Moreover this control is supplemented 
by an additional government permission one over the production of 
insulin and certain antibiotic drugs, to assure their safety and efficacy. 
Hence the Act before us has far entered the area of such a govern- 
ment control over the drug industry ; and it is now recommended that 
this Act be amended to impose an analogous government control over 
the food and cosmetic industries, with respect to chemical additives. 
Finally this Act on its drug side prohibits the retail of dangerous drugs 
originating in interstate commerce, except where authorized by a 
medical prescription; and also the refilling of such a prescription 
unless it is likewise medically sanctioned. I should note here that 
most drug criminal proceedings instituted last year involved violations 
of that prohibition ; and they numbered 115 out of a 150 total. 


“In conclusion: this broad review of our food and drug law 
clearly establishes that it is a public law of profound economic and 
social importance. That importance may be summed up in the follow- 
ing way: First, this a law governing our most essential food and 
drug industries, of which the food industry is by far our largest one ; 
secondly, this is a law regulating our most essential articles of life, 
on which all depend for their very existence and physical welfare; 
and thirdly, this is a law which does so mainly for the essential pur- 
pose of safeguarding public health. Moreover this is a law of essential 
practical value to the food and drug industries themselves. For it ordains 
their product safety and marketing integrity; and it is a necessary 
legal foundation on which to build their due advance, without the 
restraint of destructive competitive practices. These industries began 
their modern progress when the original 1906 Federal Food and Drugs 
Act was enacted, which cleared the way for it; and the succeeding 
1938 Federal Food, Drug, and Cosmetic Act has basically furthered 
their progress, as we have seen. In short: with such legal protection 
these industries have been left to take full advantage of our free enter- 
prise system, for achieving a maximum public service; and they have 
thus provided our people with the best food and drug standards of 
living ever attained.” [The End] 





FOOD—Its Importance 
to the Individual and to the Nation 


By ROY L. PRATT 
The Chairman, Board of Directors, California 


Packing Company, Addressed the Recent Public 
Conference on Food and Drug Law at Los Angeles 





I REGARD IT as a distinct honor to be invited to address you 
this afternoon. 

Nothing surpasses food in its importance to the individual and 
to the Nation. The production of food from our lands and from the 
sea, lakes and rivers, and its preparation, processing, transportation 
and distribution combined make’ food one of our largest industries, 
if not the largest. Therefore, the general purpose of this conference 
is of great importance to all and of particular importance to the in- 
dustry in which I serve and the company I represent—a firm engaged 
in the production of canned foods. 

It is a well-established historical fact that the origin of canned 
foods dates back to the time of Emperor Napoleon. Scurvy and 
malnutrition were making serious inroads on his armed forces and the 
civilian population of France. The emperor offered a prize to any 
one who could devise a method of preserving perishable foods so that 
they would keep for a reasonable time. 

Nicholas Appert won the prize in 1809 by developing a method of 
sterilizing food in hermetically sealed containers. This, fundamentally, 
is the method employed by the canning industry of today. 

We have a record of canning in the United States as early as 
1819, when William Underwood of Boston packed sterilized food in 
sealed glass containers. It is reported that Wm. Underwood & Com- 


pany shipped pickles, catsup, sauce and jellies in sailing ships to 
South America and later made shipments to the West Indies and 


Asian markets of plums, quinces, currants and cranberries. 


349 
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In 1825, a patent was granted by the United States Government to 
Thomas Kensett and Ezra Daggett for an improvement in the art 
of preserving. This patent referred to “vessels of tin.” 


During the next 35 years, the canning industry continued to de- 
velop and spread from the East Coast to the Middle West. The 
Civil War gave considerable impetus to this development. 


In California, the Franciscan Fathers had planted fruit trees 
near their missions and we know that after the occupancy of California 
by the United States, several orchards were set out near Monterey, 
San Jose and Sacramento. The California gold rush put high prices on 
fresh fruit, and the planting of fruits and vegetables was increased. 
The first commercial canning in California is credited to Daniel R. 
Provost, who made a small pack in San Francisco in 1856. 


From 1860 to 1900, the development of the industry continued. 
Canning started in Oregon in 1874, Washington in 1877 and Utah in 
1888. More firms entered the business in ail areas so that by the end 
of the century the industry was enjoying a youthful and robust growth. 


The plants then in operation were, by today’s standards, small 
and inefficient for the reason that practically all operations were manu- 
ally performed. The packs, however, that had gained in volume 
found good consumer reception in our domestic, as well as export, markets. 


With the great industrial development of the United States in 
the latter part of the nineteenth century, the rapid growth of large 
industrial urban centers, and the developing technology in a young and 
vigorous country, the problem of a pure-food law grew to be of 
primary economic and social significance. The struggle for the enact- 
ment of the food law is a vivid page in our history. 


Management Aware of Need for Federal Regulation 

The management of the responsible firms of that time (and I 
believe that type of firm was in the majority) saw clearly the need of 
federal regulatory control of food packing. Those men knew that if 
their business was to grow and prosper, their policy and that of the 
industry must, of necessity, be to pack wholesome food, graded to 
reliable standards, in containers honestly labeled. As proof of this 
statement, .the record shows that in 1905 a memorandum was sent to 
Congress—sponsored by three organizations, known as the “National 
Association of Packers of Pure Canned Foods,” acting at a joint 
session with two regional groups—the “Western Packers Association” 
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and the “Atlantic States Canners Association’”—asking for a regula- 
tory food law. 

Therefore, when victory came with the enactment in 1906 of the 
Federal Food and Drugs Act, it came not as a triumph of govern- 
ment over business, but with the thoroughgoing support of the ma- 
jority of businesmen who not only had recognized the necessity for 
the protection of their businesses from the irresponsible, but also had 
been stirred by an awakening sense of social responsibility. 


National Canners Association Organized 


The Western Packers Association and the Atlantic States Canners 
Association’ were merged to form the National Canners Association 
in 1907. The National Association of Packers of Pure Foods was dis- 
continued prior to the time that the National Canners Association 
was organized. 

The National Canners Association has now grown to be, without 
question, one of the country’s outstanding industria! organizations, 
with headquarters in Washington, D. C. Currently, the association 
consists of 816 member firms, operating 1,424 canning plants in 44 
states and the Territories of Hawaii and Alaska. These members pack 
80 per cent of the total pack of canned fruits, vegetables, special- 
ties and fish. 

The National Canners Association’s earlier undertakings in scientific 
research to improve canned foods had been, of necessity, based upon 
grants to existing laboratories. It is significant to note that within 
six years the association was able to found its own research laboratories. 
Direction of these laboratories was placed in the hands of two eminent 
food scientists from the United States Bureau of Chemistry, which 
was, with respect to food law enforcement, a predecessor of the 
present Food and Drug Administration. I refer to the late Drs. W. D. 
Bigelow and A. W. Bitting. 


Dr. Bigelow had occupied a position of high administrative re- 
sponsibility under the late Dr. Harvey W. Wiley and his successor, 
the late Dr. Carl L. Alsberg. Dr. Bitting had gained eminence as a 
technologist in the Bureau. 

Many other important positions in the National Canners Associa- 
tion research staff and, in fact, in the privately owned laboratories 
of the canning industry, have likewise been filled by men whose work 
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in food science began in the Bureau of Chemistry or the Food and 
Drug Administration. 


It is a truism that we Americans enjoy the highest standard of 
living the world has ever known. The rest of the globe continues to 
stand amazed not only at our tremendous productivity, but at the 
quality and variety of our food products. The modern market, with 
its breath-taking and dazzling display of foods available to the 
families of our country, is a twentieth-century miracle. 


Comment by Paul Dunbar 


. 
Shortly after his retirement in 1951, Dr. Paul Dunbar, formerly 
head of the Food and Drug Administration, in addressing a meeting 
of this institute, said: 


As a consumer, I know that there are available to me the most varied, the 
most wholesome, the purest and the most honestly labeled foods of any nation. 
I know that the sanitary controls maintained in our food plants are the highest 
in our history and that our manufactured foods are prepared with a care that 
equals, and often exceeds that exercised by the careful housewife in her own 
kitchen. When I sit down at the table, I am assured of a greater margin of 
safety than is enjoyed by any other country on earth. 


How has this happy condition come to exist? In my opinion, it 
is by one of the most fruitful experiments in cooperation between busi- 
ness and government which our country has known. The wise ad- 
ministration of a sound law—coupled with a responsible industry 
which has recognized not only its legal responsibility, but its social 
obligation for the welfare of our people—has served to raise our stand- 
ards higher than those ever before achieved anywhere. 


I do not mean to suggest that there are not and should not be 
honest differences of opinion based on deep conviction. This is as it 
should be in a competitive, dynamic society. Out of these differences 
and the challenges of sharp controversy we shall be able to distill the 
best of opposing views. 

But these differences do not change the fundamental understand- 
ing and confidence that exists today between the food industry and 
those charged with the administration of the laws regulating it. 
The successful growth of the industry is ample proof of the wisdom of 
those men from the food-canning industry who, back in 1905, peti- 
tioned Congress for the enactment of a regulatory law. 


The National Canners Association research department and the 
facilities of its laboratories which are, of course, maintained by the 
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canner members, as well as the private research department and 
laboratories of the individual members, have cooperated with the Food 
and Drug Administration. 

The 1906 Food and Drugs Act was amended in 1938; it was en- 
larged in scope over the 1906 Act by including cosmetics under its 
jurisdiction. The enactment of the new Act in 1938 was the result 
of approximately 32 years of experience with the operation of the 
first Food and Drugs Act. ° 

The cooperation of industry, science and law has worked. The 
canned-foods industry has been firmly established and has taken its 
proper place as a very important and dynamic part of our economy. 

The per-capita consumption of canned fruits and canned fruit 
juices in 1928 was 12.5 pounds and of canned vegetables was 22.6 
pounds. Twenty-five years later (1953), consumption of canned fruits 
and canned fruit juices had increased to 33.8 pounds or by 170 per 
cent of the 1928 amount and canned vegetables to 41.3 pounds or by 
83 per cent of that amount. The source of these figures is the United 
States Department of Agriculture. 


I believe that the remarkable increase in the per-capita consump- 


tion of canned foods proves beyond question that the food laws have 
operated for the interests of all concerned. Had this not been so, 
consumer interest in the products would not be what it is today. 


As an example of the food-processing industry's interest in the 
improvement of food quality and consumer welfare, I believe it would 
not be amiss to point out to you two accomplishments voluntarily projected 
by a group of leading food processors, supply houses and distributors : 


Nutrition Foundation and The Food Law Institute 


First, in 1941 these firms banded together and established the 
Nutrition Foundation Inc., which is under the directorship of Dr. 
Charles Glenn King. Fifty firms were founder members. The founda- 
tion’s work is in connection with basic research of nutrition. It has 
accomplished a great deal. Second, about five years, ago, practically 
the same firms, in cooperation with Mr. Charles Wesley Dunn, founded 
The Food Law Institute, thus implementing the work of the Nutri- 
tion Foundation—the institute dealing with food law, the foundation 
with food science. 

I believe we have established the importance to the Nation of 
our food laws. They are most certainly equally important with laws 
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relating to such subjects as real estate, patents, trade-marks, partner- 
ships, corporations, banking, maritime and others too numerous to mention. 


It is a fact, however, that until the advent of The Food Law In- 
stitute, food law—as such—was not found to be included in the 
curriculum of schools of law, except in a general way. There is a 
real need for this special education in food law. 


The institute is committed to the study and teaching of our basic 
food law, just as ‘the Nutrition Foundation is to basic research for 
nutrition. Already, courses in food law are given in several schools 
through the sponsorship of the institute, including such institutions 
of higher learning as Harvard, New York University, Yale, Stanford 
and other universities. The University of Southern California, one of 
the sponsors of this conference, maintains a regular graduate course 
in food and drug law, established about two years ago and under- 


written by the institute. 


We need the wisdom of learned men. We need trained men and 
women to take our places in the business and professional world. We 
need the results of research in science and law which universities 
and institutions of higher learning are in a position to undertake. 
Financial and moral support by corporations—independently or collec- 
tively—is, I believe, a proper charge upon industry. 

The institute has gone a long way in its years of existence. It 
has already been recognized in many quarters, and appreciated by 
health officials everywhere and by practicing lawyers in the food field. 
Its beneficial effect knows no bounds and it is hoped that the institute’s 
influence will eventually bring about uniform food laws for the several 
states. Mr. Charles Wesley Dunn is actively engaged in the develop- 
ment of this needed objective. The institute stands as a tribute to 
Mr. Dunn and others who have labored so unstintingly to make the 
institute’s program a success and last, but not least, to the founder 
and sustaining members of the institute and those of allied industries 
whose cooperative support in time, effort and money has been of 
such immeasurable help to a cause which serves the best interests 
of the public, as well as of industry. 


My friends, it has indeed been gratifying to have been allowed 
the opportunity to present to.this group my views on a subject so 
vital to the food-preserving industry. I have truly enjoyed being 
with you today. [The End] 





THE INTERDEPENDENCE OF 


Law and Science 


Under the Food, Drug, and Cosmetic Act 


By BERNARD L. OSER 


Mr. Oser Presented This Address Before the Annual Meeting of 
the Section on Food, Drug and Cosmetic Law of the New York 
State Bar Association at New York City on January 27, 1954 


HE LAWS OF NATURE, as expressed in the language of science, 

and the laws of man, as expressed in our statutes and codes, are 
correlated and interdependent, since no social order can exist except 
in the natural universe and it would be futile to establish legal dicta 
contrary to physical or biological facts. The infusion of the beneficial 
patterns of nature into the laws regulating society and the exclusion 
of harmful patterns are necessary conditions for the realization of a 
stable and salutary society. Hence it is inevitable in this technological 
age that scientists are called upon to cooperate in the writing and 
administration of man-made prescriptions for social behavior. On the 
measure of these concerted, cooperative efforts of scientists and law- 
yers depends the security of every citizen, and the welfare and prog- 
ress of our nation. 

One may wonder why these rather obvious remarks need em- 
phasis. Unfortunately, it has been suggested on this platform and 
elsewhere, perhaps partly in jest but also in earnest, that there has 
been too much interference on the part of scientists with the promul- 
gation and interpretation of food and drug laws; furthermore, it has 
been seriously recommended that the testimony of scientific witnesses 
at administrative hearings be sharply restricted to the methods and 
results of their experiments without allowing them to express their 
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views as to the commercial or social effects of any new proposals 
On the opposite side, the complaint has been made that there has 
been too much “lawyering” in the conduct of administrative hearings. 
Some scientists who have appeared as witnesses at these hearings have 
resolved never again voluntarily to permit themselves to be subjected 
to the indignities of cross-examination by industrial lawyers. Mr. 
Hugo Mock has reminded us that “every craft and profession is jeal 


ous of its prerogative.” I can think of no area, however, where such 
jealousy is more out of place than that of public health, and I am 
convinced that this is only a minority attitude albeit not one to be 


ignored. 

Although English is our common medium of expression, the lan- 
guage habits and technical jargon of both scientists and lawyers are 
not infrequently responsible for misunderstanding and, perhaps, a 
subconscious unwillingness to agree on matters outside their own 
province. “Words have a penumbra of uncertainty,” to quote Dr 
Glanville Williams,’ who writes: 


A chemist does not need to answer the question, yes or no, does a rolled-gold 
watch come within the description gold. Biologists may find difficulty with their 
classification, but nothing turns on the question whether they classify a creature 
under one head or another: it is simply a question of verbal expediency. With 
the lawyer it is different. The lawyer, like the theologian, is faced with a number 
of texts that he regards as authoritative and that are supposed to settle any 
question that can conceivably arise. Each text was once drawn up by someone 
who presumably meant something by it; but once the document has left its 
author’s hands it is the document that matters, not any unexpressed meaning 
that still remains in the author’s mind. For the lawyer the words of the document 
are authoritative as words and there is no possibility of obtaining further informa- 
tion from the author, either because the author is dead or because of the rules 
of evidence precluding reference to him. 
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An illustration of the confusion which has arisen under the Fed- 
eral Food, Drug, and Cosmetic Act is the recent decision revolving 
around the chemist’s colloquial use of the term “fluorine” for the more 
precise “fluoride.” Another is the legal characterization of substances 
as “poisonous or deleterious” without specific relation to dosage, 
mode and frequency of administration. While this may have involved 
little uncertainty when applied to compounds of mercury, lead, arsenic 
and similar acutely lethal substances which were encountered in the 
early days of food law enforcement, the definition of “poison” has 
become complicated since the introduction of substances whose effects 
may be slight, chronic or even uncertain, and is now left largely to 
administrative discretion. These examples show, in the words of 
Sir Ernest Gowers: ? 

how hard it is for the draftsman to foresee every possible path down which 
the judicial mind may be led by what he writes, and also provides another 


illustration of the truth that legal ambiguities are caused more often by over 
simplicity of diction than by over-elaboration. 


Legal Language 

Lawyers themselves have been quite concerned with the need 
for clarification of such expressions as “reasonable,” “purports to be,” 
“substantial evidence,” “harmless” and “fair dealing,” terms which 
have a direct concern to those who are responsible for conformity to 
the Food, Drug, and Cosmetic Act. Perhaps it is true, as Sir Winston 
Churchill is said to have remarked, that we have a common language 
that divides us. 

The need for close cooperation between law and science is clearly 
and convincingly demonstrated by the recent history of our food and 
drug laws. At the turn of the century, the manufacture of foods and 
medicines was predominantly local. However, when the industrial 
revolution invaded the field of food and drug production—shifting the 
emphasis from the kitchen and the corner drugstore to large-scale 
manufacture—the many advantages of mass production and distribu- 
tion became available, including better sanitation, purity and quality, 
year-round availability, variety, economy, convenience, etc., but along 
with them certain risks were increased. While an error on the part 
of the housewife or the phramacist might have had only limited sig- 
nificance, mass production brought with it the possibility that varia 
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tions in the composition or production of foods and drugs, whether 
intentional or unintentional, might have more far-reaching and even 
serious consequences. Furthermore, scientific advances—especially 
in the fields of chemistry and microbiology, as well as developments 
along the lines of engineering and processing—tresulted in many new 
food products and synthetic drugs for which no criteria of purity or 
efficacy hitherto had existed. Several decades’ experience in the 
enforcement of the Food and Drugs Act of 1906, as well as the need 
to adjust to these technological advances, gave rise to the recodifica- 
tion of the basic food and drug law under the present Food, Drug, and 
Cosmetic Act of 1938. 


Scientist's Role Predominant 
The predominant role assumed by the scientist in the operation 
of this law can be well exemplified by the activities of the Food and 
Drug Administration. This agency exercises control over the prod- 
ucts of industries whose total retail value is approximately $50 billion 
per year. One fourth of the national income is spent on commodities 
dealt with under this law, yet the cost of enforcement to each individ- 


ual is only about three and one-quarter cents per year. As of 1953, the 
total personnel of the Food and Drug Administration (exclusive of 
the rather specialized certification and sea-food services) was 792, 
of which 234—or roughly 30 per cent—were professional laboratory 
personnel and medical officers, and 193—or 24 per cent—were field in- 
spectors; the total number of administrative personnel was 67. 


In passing it may be mentioned that it is a sad commentary on 
Congressional recognition of the importance of the Food and Drug 
Administration that the size of its staff has actually diminished over 
the past five-year period. At atime when increased demands are made 
upon its scientific staff, curtailment of the budget of this Administra- 
tion to the extent that its professional personnel are unable to attend 
scientific meetings would appear to be contrary to public interest. 


Sciences Concerned with Enforcement of Act 


One is impressed with the array of scientific disciplines called 
upon in the enforcement of the Food, Drug, and Cosmetic Act which, 
it will be recalled, controls devices, as well as food, drugs and cos- 
metics. To establish standards of identity and quality, to detect 
adulteration and to prove misbranding, the services of chemists, bac- 
teriologists, microscopists and nutritionists are, of course, essential. 
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Medicine, both human and veterinary, and its various specialized 
branches also occupy important positions in the rank of sciences 
concerned with food and drug laws. Less obvious, but no less vital, 
are the services of immunologists for the serological identification of 
adulteration of meat products, for example; of toxicologists and 
pharmacologists for the determination of the potency or safety of 
drugs or of the harmlessness of proposed food additives ; of entomolo- 
gists who play a vital role in the detection and identification of the 
source of insect infestation; of horticulturists and food technologists 
who are called upon to establish the requirements of production or 
“good manufacturing practice”; and of physicists and engineers who 
likewise provide essential scientific and technological information, 
particularly concerning devices which come under the Act. 


Special mention should be made of statistics and biometrics which 
are playing a new and ever-increasing role in the scientific work de- 
manded under the Food, Drug, and Cosmetic Act. Needless to say, 
all inspections are based on samples, and the adequacy of sampling 
is of obvious significance in seizure proceedings. However, there is 
need to apply statistical procedures in determining the representative 


character of samples whose compositional or dimensional properties 
are used to establish the norms for setting up standards. Statistical 
principles are invoked in the development and adoption of analytical 
methods, as well as in the design and interpretation of biological and 
pharamacological tests, inasmuch as the significance of individual 
observations often requires a knowledge of the normal variance and 
the factors that control it. Certain types of subjective reaction like 
taste, odor and similar organoleptic properties are susceptible of 
measurement on a highly objective basis by means of properly de- 
signed experiments. 


Ascertaining Consumers’ Expectations 

In recent years, standards hearings have brought out the inade- 
quacy of our knowledge of “what the consumer expects.” Various 
agencies—some public, others private—have been called upon to 
supply such information and, indeed, this branch of statistics has 
attained the dignity of a name—psychometrics. Reliance should not 
be placed on the views and preferences of “representative” individual 
consumers. There is a genuine necessity for the application of scien- 
tific and objective sampling or polling techniques as a basis for 
ascertaining authentic information about consumers’ habits, expecta- 
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tions and preferences with regard to the composition and properties 
of various commodities. It remains to be seen whether the recent 
designation of “consumer consultants” in each of the districts of the 
Food and Drug Administration can satisfy this need. 

Many scientific advances have been made, particularly in the 
field of analytical methodology under the stimulus of our food and 
drug laws. Standards of identity and purity are difficult, if not 
impossible, to establish in the absence of objective analytical data 
or where chemical, physical and microbiological testing methods have 
been lacking or insufficiently advanced to meet the challenge. The 
vast amount of effort that has gone into this work has led to the 
establishment of such organizations as the Association of Official 
Agricultural Chemists and the Association of Feed Control Officials, 
and has prompted a continuous search for newer and better methods 
among food and pharmaceutical chemists working independently and 
through their various professional organizations, trade associations 
and pharmacopoeial committees. During the past half century while 
our food and drug laws have reached their present state of maturity, 
analytical chemistry as a profession has come of age. 


Pesticides and Experimental Toxicology 

The last decade has witnessed a rapid and almost universal 
realization of the great benefits to be derived from many new insec- 
ticides, fungicides, rodenticides, herbicides, antiseptics and preserva- 
tives which present the possibility of saving many billions of dollars 
worth of agricultural products from the ravages of pests, large and 
small. Desirable though these developments may be from the stand- 
point of world nutrition and economy, they pose serious problems 
for the food industry and the regulatory agencies. This situation 
has given impetus to the entire field of toxicology, with particular 
respect to the acute and chronic effects of exposure to or consumption 
of these substances. Experimental toxicology makes use of new tech- 
niques and instrumentation, and the opportunity is being afforded 
to learn more about the responses of laboratory animals over longer 
periods of their normal life cycle than was hitherto considered 
necessary. 

At the same time these developments have given rise to serious 
doubts as to whether the Food, Drug, and Cosmetic Act can properly 
cope with the problem of protecting the consumer against subtle or 
uncertain hazards. The question is a highly complex one involving, 
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as it does, moral and social considerations that are not exclusively 
within the province of either the lawyer or the scientist. To quote 
one of our great modern philosophers: “No body of experts is wise 
enough, or good enough, to be charged with the destiny of mankind.” 
Regardless of his specialty, it behooves any professional man to main- 
tain a spirit of humility and not to confuse his learning with wisdom 
in the affairs of life. So often the specialist—be he a doctor, lawyer, 
merchant or chief—is blessed with such concentration and intensity 
of purpose as to deprive him of the sense of perspective essential for 
a balanced judgment affecting public policy. 


Lawyers’ Role 

By stressing the activities of scientists in the Food and Drug 
Administration I do not mean to underemphasize the part played by 
lawyers. While the Administration itself does not have any lawyers 
on its payroll, the Department of Health, Education, and Welfare 
has a General Counsel's office in which ten attorneys are assigned to 
food and drug work. The intricacies of modern technology and the 
great diversity of production subject to the Act requires a high degree 
of professional skill on the part of the legal officer. He should have 
the capacity to move with firmness and assurance in a difficult and 
unfamiliar terrain. He should have the capacity to understand and 
cooperate with his scientific associates in the exercise of the balanced 
judgment necessary for the formulation of standards of identity, purity 
and fill. He should not be so bound by tradition as to be incapable 
of interpreting the intent of the law within the limitations of changing 
technological requirements. He should be able to distinguish funda- 
mental facts from specious arguments advanced in support of con- 
flicting commercial interests. This type of specialized legal work must 
hold a particular fascination for those dedicated to it in the federal 
service, since the financial rewards and the security of tenure can 
hardly be considered attractive. 


Many industrial and institutional scientists contribute to the large 
body of data on which regulatory action is based. It is a specific 
function of the Food and Drug Administration to select from the ever- 
increasing mass of scientific knowledge the pertinent facts and figures 
and to verify them, to adapt them to enforcement needs and even to 
supplement them by original research in fields which have not yet 
been explored. Industrial and academic scientists are similarly en- 
gaged. The law has a profound effect upon the scope and direction 
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of scientific research, particularly as applied to the development of 
new food and pharmaceutical products. It is essential that scientists 
working in these fields be aware of the limitations which control 
such developments as new drugs, pesticidal agents—residual traces 
of which may be present in foods or feeds—and the introduction of 
new preservatives and antioxidants; the necessity for developing ac- 
curate and precise analytical methods for the determination of quality, 
purity and freedom from adulteration; the restrictions imposed by 
judicial construction on developing foods resembling those for which 
standards of identity exist; the different labeling requirements for 
various types of foods, drugs and cosmetics, ete. 

It is not intended to imply that the scientist must function in 
the professional capacity of a lawyer, but rather that he should be 
cognizant of any laws which determine the direction or affect the 
progress of research, especially in the applied field. Laws should be 
understandable and understood by all concerned with their operations. 
Nevertheless, scientists cannot expect to become conversant in all 
phases of law any more than lawyers, however expert they may be 
in food and drug law, can substitute their judgment on scientific 
matters for that of specialists in fields beyond their ken. 


Fact-Finding Hearings 

Administrative hearings to establish tolerance limits for added 
poisonous and deleterious substances or to establish standards of 
identity, purity and fill provide common ground on which legal and 
scientific specialists meet with representatives of government, and of 
trade and consumer organizations. The requirement that rulings be 
based on substantial evidence in the record makes it essential that 
considerable latitude be allowed in assembling all pertinent facts and 
opinions. It is unfortunate that controversies of a commercial nature 
have sometimes been injected into these hearings to the extent that 
their fact-finding, legislative character is sacrificed and they assume 
the aspect of criminal proceedings, about which some scientific wit- 
nesses have complained. It is to be hoped that the amendment to 
simplify standards procedure which was proposed at this meeting last 
year will help to alleviate this situation. 

The degree of expertise presumed to be necessary in certain 
administrative hearings sometimes verges on the absurd, as when 
a qualified physiological chemist was asked to establish his familiarity 
with rabbit urine. A competent chemist should be able to give ad- 
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missible testimony on the composition of a food product, even though 
he may not be as familiar with it as the chemist working in the 
manufacturer’s control laboratory; a statistician should be able to 
give admissible testimony on the validity of data, regardless of his 
knowledge of the particular product involved; an anthropologist 
should be able to give admissible testimony on the eating habits 
of various races of man, regardless of whether or not he likes fried 
locusts. The idea of restricting the testimony of scientists to their 
methods and results fails to take into account the fact that they, too, 
are “common people” and form part of the consuming public, and 
the fact that they have specialized knowledge, background and com- 
petence should lend particular validity to the informed opinions they 
are able to render. 


Keeping Laws up to Date 


Just as science is in a constant state of evolution, laws are ever 
in need of revision, expansion or reinterpretation to conform to the 
changing needs of society. Recent discoveries of physicists, chemists 
and biologists have disclosed the relevance of “atomic events’ to 
natural phenomena. The law cannot disregard these discoveries, 
inasmuch as they affect the social order, the well-being and security, 
and even the economic prosperity of people everywhere. The health 
and, indeed, the survival of people and of nations may depend on 
scientists working not only in the field of atomic physics, but with 
viruses, toxins, radioisotopes, trace elements and the living cell. It 
is inconceivable that discoveries in these fields will not influence 
future legislation. It is the professional duty and the moral responsi- 
bility of the scientist first to make the most accurate observations 
compatible with his present facilities—in fact, to find ways and means 
of improving these facilities—and then to judge the relevance of his 
findings against the background of his knowledge and experience, 
applying to this task the same critical objectivity as he is trained 
to employ in the laboratory. This is not to say that his judgment 
at the social level need be accepted as final; but it would be folly 
indeed to deny him the right to express it. 

Undue risks are never justified in matters affecting public health. 
The burden of responsibility upon the scientist is great, as it is also 
upon lawyers and legislators. The public generally may be ignorant 
of the scientific background which forms the basis of the decisions 
reached by government administrators and the courts, but scientists 
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and lawyers can join in the effort to bring understanding to the 
average man so that the consequences of these acts and decisions 
appear reasonable and right. 


Need for Collaborative Effort 


This is an age of merging fields of specialization. Just as in the 
field of science there are all varieties of hybrid chemists, in the field 
of law we have patent lawyers who are not necessarily engineers or 
chemists ; tax lawyers who are not necessarily accountants ; admiralty 
lawyers who are not necessarily sea captains; and food and drug 
lawyers who are not necessarily food technologists or pharmacologists. 
This serves only to emphasize the need and, in fact, the inevitability 
of fusion of specialized knowledge and for cooperative effort among 
different scientific and professional disciplines. It does not mean that 
the scientist must be a lawyer, nor the lawyer a scientist. Just as the 
former has no monopoly on natural laws, the latter has no monopoly 
on statutory laws or on the exercise of judgment regarding moral 
or sociological values. But no cooperation is feasible without mutual 
respect and understanding. There should be no rivalry or competition 
between the professions of law and science, but rather a friendly 
collaborative relationship which should serve not only in the public 
interest, but as a mutually inspiring experience and a source of 
intellectual reward. [The End] 


¢ FTC-FDA WORKING AGREEMENT °¢ 


A working agreement between the Federal Trade Commission and 
the Food and Drug Administration concerning their respective jurisdic- 
tions regarding misrepresentation of foods, drugs, devices and cosmetics, 
and providing for liaison activity to correlate their work more effectively, 
is approved by the Chairman of the FTC and by the Secretary of the 
Department of Health, Education, and Welfare, according to a Commis- 
sion release dated June 9, 1954. It read, in part: 


“. . The Federal Trade Commission has primary responsibility 
with respect to the regulation of the truth of all advertising (other than 
labeling) of foods, drugs, devices, and cosmetics . . .; the Food and 
Drug Administration has primary responsibility for preventing misbrand- 
ing of foods, drugs, devices, and cosmetics shipped in interstate com- 
merce . . .; the initiation of proceedings involving the same parties by 
both agencies simultaneously shall be restricted to those highly unusual 
situations where it is clear that the public interest requires two separate 
proceedings.”—CCH Foop Druc Cosmetic Law Reports (June 15, 1954), 
7 6451.40. 








Judicial, Administrative 


and Legislative Developments 


Significant Comments 


By THOMAS W. CHRISTOPHER 


Legislation 


The Hale amendment? to Section 401 of the Federal Food, Drug, 
and Cosmetic Act, approved April 15, 1954, provides that hearings 
and a “record” are not necessary in promulgating standards except 
on contested points. Thus, any point not challenged by a “person who 
will be adversely affected” within 30 days after the order is issued 
is forthwith law. The amendment is written in simple language, and 
its purpose and operation are quite clear. 

One of the significant things the amendment does is to provide 
that “any interested person, showing reasonable grounds therefor” 
may petition for the issuance, amendment, or repeal of a regulation 
under Section 401. The law (Section 701(e)) formerly read that “any 
interested industry or substantial portion thereof” may so petition. 
Just what an “interested person” is remains to be seen. One may 
wonder if a consumer should not be so classified. What about pro- 
ducers of substances intended for use in processed or fabricated foods? 
The Senate report? states that under the old law such an industry 
had no standing to petition, but that it would have under this amend- 
ment. Accepting as true what is said about the limitation under the 
original law, it does not necessarily follow that the Hale amendment 
changes the situation. In this connection, logic makes no distinction 
between the words “interested industry” and “interested person.” 


Pub. L. No. 335, 83d Cong., 2d Sess. ? Sen. Rept. No. 1060, 83d Cong., 2d Sess. 
(H. R. 6434, April 15, 1954). (1954). 
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Another significant effect of the amended law is that now a 
person or industry must make a move within 30 days after the Ad- 
ministrator has given official notice of a standard. Such a time limit 
means that all segments of industry must be on the alert, as one 
30-day vacation could result in a fact accomplished. 


Looking at the amendment as a whole, it is clear that it is a 
tremendous gain for better government. It cuts away wasted months 
of hearings over moot or uncontested points and centers attention on 
the real issues. It is a forward step which will interest all students 
of administrative law. 


Court Decisions 


Drug.—The labeling of a mineral compound stated that the prod- 
uct was “designed for feeding Sheep and Cattle while pasturing in 
green Alfalfa, Clover, or in Corn and Wheat fields.” It directed that 
the product be fed “to livestock for several days before turning them 
into green pastures and constantly thereafter.” A district court holds 
this product to be a drug within Section 201(g)(2) of the Federal 


Food, Drug, and Cosmetic Act in that the labeling implies and sug- 
gests that the product is effective in the prevention and treatment of 
“bloat” in sheep and cattle, and that it is misbranded under Section 
502(f)(1) in that the labeling does not mention the disease and does 
not give directions for treatment.* 


Section 402(a)(3).—This section states that a food is adulterated 
“if it consists in whole or in part of any filthy, putrid, or decomposed 
substance, or if it is otherwise unfit for food.” In a recent case* in 
the Second Circuit, the question arose as to the necessity for proof 
that the product is deleterious under “filthy, putrid, or decomposed” 
charges. The argument was made that the use of the word “other- 
wise” in the second part of the sentence limited the entire sentence 
to deleterious matter. The Second Circuit rejects this contention, 
holding that the two parts are independent. The decision is in line 
with holdings in other circuits,® and is sound. However, I am not 
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convinced that the court’s reasons will hold up. Aside from the tech- 
nical grammar involved in the use of “otherwise” in the second part, 
the sense of the sentence as a whole does seem to be influenced by 
the inclusion of this word. It is as clear as day that the drafters, in 
using “otherwise” in the second half, had in mind that products violat- 
ing the first half (filthy, putrid or decomposed) were unfit for food. 
It need not be deleterious to be “unfit,” according to the American 
sense of values and of taste; if it is filthy, it is unfit no matter how 
safe from a health viewpoint. This logic leads to the same result, 
but by a different route, and is, I suggest, the sounder approach. 


Judge Frank dissents in the case on the ground that the rule 
gives the Administrator too wide a discretion in such matters as mold 
in tomato paste and the like, without any health factor involved. 


Federal Register —An important Ninth Circuit decision should be 
noted by lawyers who deal with administrative matters.° The court 
holds that the Federal Register Act sets up mandatory procedure, 
rather than providing for constructive notice only. Thus, a new regu- 
lation or a material change must be published in accordance with this 
act before it is effective, even though the party has actual knowledge 
of the new rule. Property lawyers would classify this act, then, as a 
“Race” type recording statute, meaning that it is the recording that 
gives validity to the instrument, and that actual knowledge means 
nothing. , 


Fair Trade—The New Jersey Supreme Court has upheld the 
nonsigner clause of its fair trade law, thus making nonsigners bound 
by contracts.’ A number of state decisions in the last year or so 
have gone the other way, and the United States Supreme Court has 
not yet spoken other than in the Old Dearborn case.* Assuming that 
the Supreme Court does not interfere, it is important to remember 
that this is primarily a state court matter under the present federal 
statute, and so supporters of the nonsigner clause have little to hope 
for in many states. 


Labeling.—In an extremely interesting opinion, the Attorney Gen- 


eral of California has ruled that an ice-vending machine is not a con- 
tainer within the labeling requirements of the state pure-food acts.® 


* Hotch v. U. 8. (CA-9, March 22, 1954). *Opinion of the Attorney General of 
7 Lionel Corporation v. Grayson-Robinson California, No. 52/238, CCH FOOD DRUG 
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Ice, he states, is a food within the acts, but the vending machine is 
not a “package” or “container.” The controversy arose over whether 
the machine itself had to indicate the quantity of ice delivered. | 
would suppose that under the California law, the sack holding the 
ice would be considered as a container and so would have to meet 
the labeling requirements. The vending machine is not the package 
which the customer receives, but is more analogous to the store 
building itself. Still, in the store building, the customer may see the 
package he is buying before he pays his money. Here he pays his 
money first and then learns how much he is to receive, and there is 
no clerk to give a refund. In the light of this difference, I am not at 
all certain that the opinion is on firm ground. I would think that the 
customer has a right to the labeling information before he buys— 
thus, that a pig-in-a-poke situation would fall within the statute. 


Res Judicata.—A libel in rem was filed to condemn canned tomatoes 
as adulterated under Sections 402(a)(3) and (4) of the Federal Food, 
Drug, and Cosmetic Act.’® In a previous action, tomatoes of the same 
code number were found to be adulterated. The Seventh Circuit holds 
that the prior judgment is not res judicata here in that there is a claim 


that a particular code number was used for several days, and con- 
ditions in the plant change from time to time. 


On the facts given, the holding appears sound as to subsection 
(3), but is at least subject to debate as to subsection (4). Res judicata 
is a useful doctrine, but courts should be cautious in applying it in 
cases such as this, since it can lead to harsh results without the right 
to a real hearing on the merits. 


Fluorides——On this current topic, the Attorney General of Wis- 
consin has ruled that the use of municipally fluoridated water in food 
products does not violate a state statute forbidding the sale of food 
containing fluorides.1 The FDA has taken a similar view as to 
adulteration under the federal Act.?* These rulings should be com- 
pared to U. S. v. Commonwealth Brewing Corporation, in which fluorine 
was added by the producer to beer, and the court held the product to 
be adulterated."* 
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